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Proposal for a Regulation of the European Parliament and of the Council on Regulation laying down
harmonised rules on artificial intelligence (Artificial Intelligence Act) and amending certain Union
Legislative Acts (COM/2021/206 final) D7 A (JEFER) (2 He 5%, ZOFIaRERAT=,

NTHREEHRIERZE (COM/2021/206 final) DL T F AN AFTE LA URL 1E, T
FLDLBNTHD,

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52021PC0206
[2021 410 H 16 H it

—fif F—
1. ATANRERRRAIZE

N TFReRIRD$E42 (COM/2021/206 final LA T A THEERRAIZ 1 &0, ) 1, FELT,
EU INOTHEATED M, F20E, —E A& AR EZ X ALGHT—E X
\CHEASNARAIZE TS, 2R FE T —E AORME T EU ORERECHERRE D
ITBHERI S & END,

NTHmReRRNZE, BT, fH (2021/0106/COD) CTéhb,

ANTHBERAIZRIT, ATHBE AT L (Al AT L) IS AR e HER DR EZLD BRI
A G BAFHE DI L IFERERHRICUTZ BT, U7 Al VAT LEFEEUAZ Al A
T IOFEREHER D TS, mU AT Al S A7 AOFNTIE, BHT, FORLLOZ2MHERE
LLT AL AT IHUSHEN TODEFE TR NS D,

— BT, Al VAT AL TREMEHEMERIL CQODE5E, HLZED Al VAT AZHE
HHHDE, AKITRLDO LA T DT DA ThH T2 T Db 0, iz, H
IRNDAEMCE RO L 2% ) B TR bLAFD, B, SRR HOL —3 — 2R
(BVER) DN DO BARDFFR A A T B R R AESE RN IO T DHIERSEEDS Al & AT A
IZES THEMIZEBISN AL DO THLSA, D Al VAT NIEFE R HDHE, AR TRm
VDT DL—H— A2DE N BT ELAGD, DL RFAT DVAY X, LD
HEOTHESNS X #IEE THRICTHAL, £o, BT, EMREE LAl
DOFEFER TR vk (Robotics) DA ZIFZ BN DAL~V THAELSD, [AEROUAY
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1%, ARBIOERD ST CHOHAITUAFAEL, [Rl—0O Fihigs oS Usshaifis o H &2k
REIZXOFERR7 IR B T D2 L1315, Bz IE, BEOIRREN %) 2 L2 LUk TC
WDTET T, Filres BEh BIRORES Ol B SO RGtiikie - kg0 2
TR LD HTRE I DZA AN E I AAEL TODZELEBIC AT IUERB720, Al D7
L, ZDLH7eBE LhEilmRy MAOARAEDERS 2 HEIIZHIEL, Soffa s 25
T 27T ISHSNASDN, Hafiz L B AR EICEB LS DL ATREMZTREL
TN AT MR TUL, DR REIRY AT DFRAFAATDHZ /2D,

ANTHRERANY, ZOFIOIH 72 ERER ARy N2 Tld7ed, EU IZBW TR %
MR T DT DI TERTEVES D HIESIL QO L B A HRLEL T, Al AT A
DOISARS L S —E ANBET DIAY 2=~ MU 572D ZHEE (provider) 5
(SN D %72 B4 (requirements) &3575 (obligation) 228 TV V5,

BT, BUAZ Al AT ML, B I DRIDRRG T BRFE - 2k - 5l A%
B Z T, SR A MRHIE B, THEAZED BRI\ T, UAZER]
DI DHFAAZEFNT D LB, BIFEIZVAZ NPl TERR2A T M3
AUTEAITIE, 251, HIR, [EI K O a— V250D L7 2R M TS E A ED T
WBIED, EDIH7 TEHEE D IS TSNAZ L a3 D7D DETERSEIED &
DEFEEITE T TQND,

T i3 D8O —E 2D L MR & Z DT O DRSBTS BIL T, BRI
Tk 7RISR ERE S I QD T, BEEARE T D720, BEFORTERERIAS N THngeE
Hiffie D ER CHEEREBIL 72D X0 7e i BLE S UMD 1A O — SR E S5E] 2 85% T
DIVTND, ZIudz, NTHBEHRIZRONEZ IERMEZEFT57-D121%, EU ORFHES
O ST BT DB o D,

NTHRERRIZRIT, 1570 U T, 1TBAEOTEI B T D155 0ORETHD, Al &~
AT LOfEE (FEE) 03 N THBEHRIRICED D1 T DO TSI HER T D17 41%t
L CIEEIRIOBEANG D, Zhu, F2EE L COER T4 x4 D1 TEE Eofl#
DO—FETHD,

UKL, N THIRERAN OISR DA T 5 — k7 R ST (R ERE T, R
RIFHEERATAE) M ORISR ET- ORIET) 222 BEL T, EU ORERERZ 2ok E o [E
PIEEL TED TS RIECHNESEO BhEIE SO EHS A, B, Al 227 LOFH
\ZED NDSEEED TSR, TOFSITER T HEERERSRICBIL T3k
WA OREIE OB B GRAIZE > T CYEED BYEZE 2w L O) ks
N, Fo, 305 RRABOEIR (FRITLY, TR, BEIRS) ([T DMEN L, BellEitE
Zb ORERKIEIDVERS Y 5y (P, AT B ONBEha] TEHERS) |2 o T CHRLEIDFNESH)
FIAESEZEHAL O sEng, Zivdz, NTAEBERAIZE, 0SB WR coRSE
S OFHFHDIETETAZBAL TRAZED T VRL Y,

ANTHBERAIZRIZIN T, 2CofEf (38 18U TS Rs @ Al
Flora ko L 8T 2T LIT B TIIARU sd, NTHRERRAIZIT, EU OBdiEYE
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SINFEESHED HIBREEZ VTS Al AT AL TL, —EDERsT
OHEEE 52 CD,

Fo, HEEDLR/ N OB E RO LD TELTFEEL T, CE v—7
(BU i &5~ —2) IZBT 2504 T T,

ANTHEBREHANZE, H<ETH BUBNICHEFISIVS EU O — AR D1E S O1RE
ThD, LoL, EU 267 CH =[ETHD AAREDRFESED EU BN T (A EES
BSOS ThHOAEE0) Al 2T 2O A TES T L&+ 254, —0
HADSERASNAZ L7252 800, AAREORZEICZE > THERER/RIES TR, Wi,
BRI OREDRBEOH HIEFEHENE S ORE CThD, N THREHRAIRICEDD
P ET IFBEDIERA T AN T35 5 O TEENDRED D20 RERI e > QD RIS TSR
BT RETHD,

ZOATEEIORAE, V7 VIS VRO S 57 NI DER 58 5.2 720 Ao P
BHEL 72032892 (techniques) , AFEDTHZISIT DY E—MI LD AERELEF R D= D
Al VAT KEERHT DR (1 R OV DI IR 20 DT8O D EFDOAEF O AN ZITFEF I
B HDEAR ST,

AAEDRREF I IPIRESL, BT TR E T LG 2R TEDO I E I
AU SO— B A A58 - BAgS - 38E R 9HZ L1308 T, ZOHAIRITED HEf L
T IEHE BT T D I35 BRI T R& Th D,

fAFIZIBNT, — IS, ALZEAL TEMEBA LD N A O I IERE 5 A\ 2 12
T TR NTFRFEN2) K2 72 SN TATSIVCOD, LnL, BLBFETIE, L UEENTTE
TET 594U, UROFEEZED) I TBE, REOHRERHE R ORI TFiE/ 30
FHENZ Lo TE DINTHHLATRETH 0%, T J@ME - FERE B, 7=—X, BRETE
(ZE o T TEARINTE LI, DB ESERA MO R LTS X
(2725 TND, —fRIZ, BUZSEIRT 2720 CIIAIOMRRICH 7257, TOEIRA RN E -1
FEFI D723 D AIREZ R HARA 2 T R M TRRES L, FRESIRTUEZ b7,

ZORAIEPEAL QDB 2 TR RS BT 2813, AAREOEER
(ZEoTh, 2, BT 254 O BB TH RV AL TH D,

ANTHIRERRIZE, £ DOF#A R TSN DI CIIRIRIE IESI QDI E N
INTTAESIND, FHT, BHEOIHAIZRIZB W TEAIE SRS TS Al VAT LINEDFE
FEEIEXIREL CHERFSIUDIE DT OB/, Fz, WS, DX AT D Al 2 AT 2
DL RIBUBIMEND FIREMED I ESIVR, 2O RO TRNZIRBWTEEZDIE, AT
FIRERRRIZ DS ERS DO, AL, — i ofF2 3 —E R85 Al v
AT LOISHTIET ThHHEND R THS, BEHMICED Al O, (ERGEBhET 5%
TEDMERRIE D EF EHED FIZ 52 RIS TEY, EU IERMTATERWNIED) N TA
RERAIROEHAxES RS, Fz, THHITED DI EDTRN AT AOWFSEEE)
2B TH A THBERAIEOBEAXIESN 25, Thudz, EBLR OVE SRR OB
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FESHERIIS D Z L3700, BH<ETH, AN THBELEHR TS ATREMEDS S D PEERINE DL
NZEZ DD NS %% Rl ToOICEEE PRI, 72721, FEERORENT, ZOANT
FIRERAR O FEREL 70> QDR EOEARSZ SRl QWO DT ST E T &
THD,

fth 5, NTHBERRIZEOBRO FAL ST LI CHLEITE X N8, 20
RIIZ2 LRI SR BSI CO VB BB AL OFE A BIRICH — K235,

L, ZOEI7258 A ZBICAINTHRE, 2O N THRERRIRSZ ORI SICE
FHERINE B RO EZ 7B i IR DT D BOEED 1 > ThhHZ EiTER &
INIRN, ZIVDZ, BIRFAIZIRWT, ZOMRIZRA - BfEL, = OEHiERs Ghscs
UL H D72 SCEIERCCIE) i & DB ER L OB ORI AL - AT
Web AT HZEDFT E R OPESEEOR EOMAEIIRZ N EHIELT=,

N TERERRAIZR 7 £ (Explanatory Memorandum) O HIZSH A 1 12BN THRRS
U2 URL 235, ASCHCRERS LTV % Ursula von der Leyen! A Union that strives for more:
My agenda for Europe | | ZEBAZ /=D EL T TERY, ZOEE AT TEH URLIE,
FLDLEBNTHD,

A Union that strives for more: My agenda for Europe
https://ec.europa.eu/info/sites/default/files/political-guidelines-next-commission_en_0.pdf
[2021 410 H 16 Hiifee

N LFIREHRIZEOGAEDF SO HIZHLMIE 22 12137V ra YT —ar o
it PR Public consultation on the Al White Paper: Final report, November 2020 43&%
Web YA ~DYL ZIRFRTESIV TS, FBRTIL, 2DV 75 bER 2LV AL
[TTERN, ZOEDIE—EAR{FL TS standicteu D Web A NNICHDFTHESTD
URL IE, FREDERBNTHS,

Public consultation on the Al White Paper: Final report
https:/AMwwistandict.eu/sites/default/files/2021-02/PublicConsultationAlWhitePaper_Finalreportpdf.pdf

[2021 4% 10 H 18 HH#

AN THHEERRIZRO AN (3530 ORITLEE)D I TRENTWATERMERSRD 2021 4
371} (Commission Work Programme 2021) | &1, ZEE 2% COM/2020/690 final (=&
ZHe9, ALEE) D CTRSNTCND T TV R T —AbT, [FIEESEND 22 O RS
WD T Ty NI A — LD EEART S ID, B4R DRl stilI37e<, [RDAL
HHRERITFESN TV,

7ok, RAIEROTLRIEEL BE T 2B TOEH AT A8 LTI, EURES #HI(EU)
2016/589 (0J L 107, 22.4.2016, p.1-28) | ZTED DIEHL AT 3D,
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N THEERRIZE ORI (530 ORITLE5) X ORI (74D CRENTND T4
HeftrE8r/~~ (digital innovation hub) | & E®H % EU dES1E, HAIIEU) 2021/694 (0J L 166,
11.5.2021, p. 1-34) TH 5,

N THIRERIRIZ O HRIZE (B30 ORITSLA5) D I CrRES TUVD TR S — 2 22 ]
(European common data spaces) | “BEh#9-% EU Ot EEEZHAIDIRRIT, BRINT —4E
THHIRIZE (COMI2020/767 final) Tdho, ZORIAIZIE, H T, 2020/0340/COD LL CHgS
TN,

Z0 EU DIERMISET — &2/ 07 7 a—F | 3d CEETH D, ZDZET, FHT,
FANKFANDEHR TEIETHD, 7 —FHIEHAIZEE, FAADOEDTIF ) AR
BAETDHT—2D IR EHES 54— 75 — 244 (EV) 2019/1024 ZAised HH0
ELT, B2B OF —#IHET —H “IRFIHOT-DI2iE, [EEETRNVER LT —4D
B DT =X DEREDERFT DL [T — X DWEE~DOBEE MRS NDZ L 1%
WIEDZAFELTRY, YikT — 20N i E B3 D DO FNAIRATENE CEVEME, B EE
58 DRI R RAHRE L2 BT, 2O MERN BN 270 I LD
O, REZIET 57 — 4 HAGET NVEREL QD BIROZ LD, FIHAIZRIT,
HEFIE DR D\ MBE DOMHERID I % T — 2 DIVEL BT T2 7= T T % Jesi
DHDOTIF RN, 728, A—T 0T =BTV IR AL LIFEFETII R,

ZOREBEL T, FIZIX, BEMIRR BHEIRR) O7= D EDT —2D — R FIME%E
X CHDHE, BAFORRRIE GEVEFII LB KREIDIUEL, 2 ORISR T V2 VT
—HELTINTLIZ BT, 20T —2 LD~y F L 7LD EGEELD SO 72 5l b aLet
\ZED BT BERIERZ I T QDD I AT TS AT AT, HUZHKRT
THHEOIZT T, (B3%T —FDOMEADAZ T —Z U THFET N EFES KO
HSBHRESHL, RSO~ T 7 SN ST RFEL CFoR T 5708, AlEes | D%
A SERITTER LRV FRD) A EHEL B9~ 2 [EISRK B OB R D8 T D7
v — &7 3 (copyright infringement laundering machines) T s R REMEA D C )
VY, WD BEEFETID Al S AT LOBRITIBNTY, BVEE NSHE (B[R
HE) DAZEDE IR TR DL U CRAET DO T, Diaddd, (0T —40 HEIEE
(\ZEDHDTHLIN NS T) FEICHW=T —4 (TR OJFVEE RO, TR,
DR, IEEDHES ONZ T, JFYERDIEE DS FRIORIEZ S CNDEXIITD F) HD KL
AIFRESEEOMRNCIR T REFREDHY, TORBEBITURWO AT AL, £
DUAT LOREE B OB TR CRECIALMNTEE THD (N THEERAIZE DS 10
52 TS,

ZDOIHTRENFAEAGDZ LRSI TAINDZEMD, EU OA—T7 0T —XBIR
1, JRRIELT, AFIREREAMEA 57 —2D Z A (reuse) ZJHIF 26 DL U THREL
TEY, FAAKHFADBEHRIZISUNTIE, EU K OMERKE D BHEE S INE- TRIRIIAEME MK
WMENT — 2 &5 T 52 L2 BRI L Q0D STz, 5%, BT —H2 D4t
PE A FARO LLEDSARHREBETCld7e (BIIE, ABLETHEECRa—2 OBIFOT-0
(ZBEE T — 22 KB IEEL TOD D JH70) RS T D2 8L TH D
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7280, TR @ T — 422 O T 7 ra—TF BT, B PERESOMER A M ET D
T —HMEHRIZEEAL, HETH YT — X OHEF FE OGO (consent) 2 AL LT,
AU FEHEDIR EABLILL 22, BEROMEZ MW T — 2 E37 —4 77—
EAEREL, —TEDOFRMEEMRD FCENERT- 28 oY —E 2O O7-OITIEHLED
EL QD72 LB A LN AIRETHD (A —7" 7 — 44547 (EV) 2019/1024, N\ THIRE
HHAIZEOBE IV 0% 2 HOA)BIR)

TN ERIORIEZ LT LD THHIRY, EiRo I 72 KA SRR — e R
DI MDA T DI ENDERIEN NS b D&%, Fiz, Al KM, —E&
DLAEEEARD FCRIF RIRE A — 7 o T — 2 & T LT 58 D THAZENFERITHHD
T, (L THH)EEE B O) P 2T — XX — AN BT — 2 2516 CRA
T DT EDENMEHERF CEXIRNIINTTHEI) KREIRARH NS D,

TIUTKIL, BARENCISTDH TEAEREEOBBESIIY, O X7 RN DI MR
SERIAREL D OREAIBDT= DT —F DIREN ALK T DI ) B B A
BAET TR 72D D LTI S 2515720, FHANBITH, (BRARMDT) tADHI
HPEMERAR 52 B FIGH X 7220 VA FE R, RN, RN, BUNZSE
S R A TLCRY, I RHEED S RO FIAEFT 284475
ZESZHY, Lhb BIERY JRo T RS C 36\ N CRE B L DT LIS A
2N T, R CH RO HIIMPEMEDMRGES L QU R W ED OB RkE B L TV\b, 20
ZEiE, EHD SO EDORREZ 3\ TH REAR A5 A TUVD, BRENE S ORI TOm
s, FEHEFEEO BhBESRADARAN 2 RIEL LU T 5,

N THIRERRNZEORIE X1 O 2 TIZH SR (COM(2018) 302 final) 1, 2021 47 H
7 HIZHRHAI(EVU) 2021/1133(0J L 248, 13.7.2021, p. 1-10) & L TEARS -,

2. BERERICH 1T HER S8t

ZOBEFITBVTUL, A LHRERRIZR O E (Explanatory Memorandum) O #55 K
OMERSNTHRIZE R ORITE, 30 OBIRK (ANNEX) Oy LTz, BRI 2
LSO ORI TEIZE LT,

ZOBERIZBW IR TR AT 22812 LT, 72770, A FRT A E) Vi
ERARERSY (BRI IS B I, JFSCE IR SO FE R A LT,

ZOZERIL, HSETH NLHBEHAIE DT LFIER Th D, AHGR THRHEER Th72
Uy,

ZOZERTL, BRI BT DI ERE S 20 D ThD, TPk, BT EATROT-
FRE L TEET _EH AR AL EL, ZORFRIZIENT, BRI ~&)
ENMNEIRRTT D,
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ARUHNZERL TSRS L CEERE T 52 LE U723, RO EETIT AAGE 20T VE
FICBIL T, R a5 EaRE LT,

ZOZERITIRIEIIR N, BHIRTNCHDMED, & TRETHD,

BT SEEMIL, ST G (point) DEFLE —HIENELTZ, B, Tpoint(a) 113154
@71 THDN, 15151 2AMEL, [(@)) &R DL,

AAGEIZEBIDN RUTICSERHIIBS O TE 1 L) ORI OW TR, 2TOHRAIC
BOTIEBUIAED &, B NEHE (FHZF—ERRFE) DR ELRDILEDDHVIFDLOT,
TEBIHEDR N, ZORDIEGNE, HEFROB LW ICFIURIZT TS T o ttaz
FHELF b 07207, BURTITHUA D RNEWDITZT TS, 20 EE ThHD,
LA, ZORDEHEN AR 2B ~EThD,

N THRBERIRIZROT 3 4655 37 5 L OVRIZRH 38 HAZRITHIGUL, D LI7IRIEZEE
(ZBEFEL TV,

ANTHREFRANZE OIS (30 1213, LU T, SCFRIDZER (A=) 3 MEIT TS
EHEESNDEFT R OREHIZEADMRASIL CODEITED DD, TN EDH DD,
FE2E, AT EHILFIR THRERANZZ 72> TLES TODDNNIARHTH L3, &
HIRITAIRL T (AR ~&) IFSCEHEEL,, TDIINTRLIZ,

N THRERRNZRORIAER 3 M OSRANZS 75 (5530 o1 Zd 5 linstruction of use | &Y
lnstructions of use] %, 2= linstructions for use ] OFIRIZEDOEZE FOIAITEIA4 DAL
RSB, A ChHHEEMIFEL 7= EC, ZOFERT LI,

N THEERRIZORBER /3 O 5 (5530) (21 lincidentsfor malfunctioning | &FEE41 T
WATERTANBS A, ZuZlincidents or malfunctioning ) ORERE 721 AL EIRNVEBEL , £ D
JOIERULT=,

N THIREHLRNZR ORI E 43 D R S (FE30) @ 5.1 DIHIZ I ['serious incidents or
malfunctioning that constitute a breach of fundamental rights obligations | & 721 T A EFTAS
%o RAYVEERREHHGL THDHE, HREEIIATERLSCTHD FIREMED EmDS, RAYZEIRIE
EARCTHDTREMN®Y, AV EERE AL GRIHT D28 TERUY,

O30, HAZEE A7 > A Financial Statement (5 ) 10> 1.4.4.Indicators
of performance (MEBEDFEER) | DIHICE ENDLIEED 1 SE—3 537D T, il b1
T2DIZH DA (BERE L) SN a2 DO EERHENICIEE L2 DEE 2 HIVD,

ZOIEAHERL THDE, THARRIIAER IR T DB DR TALe>TLEILD
IRERIPA L LTV NETTRERN ) &V RO Lo, ZOWAO HER ) OERT,
WL AT LOFIHE T3, ZOVAT LAOVRME L5 Z LG THDHD, T HLA]
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REME R ONEIRERTREMED BTN L o T M AE LT 6 T ER ) e D L) EIRD
FERTR BRI LA RHRIL CODEIEB RO T, I EORBIC OV Tl 5 3k
U TR0 230 Chhs, 72720, NTARBHRIZEO 62 555 2 THOBRE ) HHENS
H&, TR ATREME K ONEBEE FTREMED oA o T U N RAE LT A, FBERDV AR
UAFDIAIDRERIE, Si%A T ik Al AT SOOI R st 13
FRRLT= IR ChY, B2 FBERA TALL UL, Ml o7 o MBS R TERE L
TR T LWV A ERI T LD (FFERT LD, #E) 13D (RS R OO VER T
TIET DD LIRS HZ LT ATRE RN S D,

DL bAEZ 72 BT, 20303, AKIZ, [serious incidents or malfunctioning that may affect
fundamental rights | 2 7= 1 I serious incidents or malfunctioning that may cause a breach of
obligations to protect fundamental rights | > L5723 T D _ETZST=DTIFR VNEE Z B
% (55 62 505 1 B ,

ZOIORENRS DL RHRE LT BT, ZOSEFRIZBW AL, FXOFEFRTE
1Zliz,

N THRERRIZE OB E /> OF S (FE30) 0 5.2.6 OIEZILI(TITLES VI, VIIAND V) |
EREEN QOB DD, ZAULI(TITLES VI, VII AND VI OREFEAfEL, ZDIHIZ
LT,

N THEHERRIZ ORI EE /3 O JF S (330 OE 14 O HIZH 5 Text with EEA
relevance | D CE1E, BIHIZROMNE 56 OFcHkE bl TIRATL7-AE R, A THEIRERRIZRD
2 FOIADT-OITFAFUI-CE L HIML, ZdD [Text with EEA relevance | & SCEDMEAE
LAAWEDEL CERIET A28 LT, i3 53 o zdh 5 [ (Text with EEArelevance) | D SCE
HIRILTHD,

N THEMRERIRINZEORBAESR /3 OJF S (330 DIE 20 OHIZH5 [PE/28/2019/REV/L ) &
DIENL, HAIEOMNE 56 Oatkl L TRatU-fE R, N TEBERAIZEORE o3
ADT-DITFEAFLT-SCE ST, ZOTPE/28/2019/REV/L | LD SLEDMFELNEDELT
SR AU,

N THRERRNZEOHRNZEH 2 O 3C (0 ORITSC(23)D HiZiL Directive 2016/680) LEL.
S TCWBEFTA® DAY, L Directive (EU) 2016/680 ] ODREE THHEBMEL , ZD LD
WZERUT=, E72, BISL(72)D 1285 [Regulation 2016/679) KON Directive 2016/680) &85
s [RIRR BRI CRR- 2L,

N AR R 220 LRI G555 0 JFSC (Fe30) O isL(38) D H11zd» 2 [for individual risk
assessments, polygraphs and similar tools | D &L, BIHE I D 7 H{b)DFc#E kL T
FrB5L, Tfor individual risk assessments, as polygraphs and similar tools] DFEEECTIHDEE VHSHE
HIZHRODS, ZOBBIRTBOTUL, FOEFRT LIz,
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N THHERRIZROFRRAIZER > O JFSC (H30) ORITL(E6)D H11Zd% [Union shall | Lo fEFT
1Z, AR SHEEL C, TUnion should) DREEEEHIKIL, ZDINTERLT -,

N THREHRNZEOBIRIZSE 3 Ol L (3530 ORITSE6)D Iz S T (ie. they automatically
adapt...) | EOREATL, SUIROSHIEILC, [ (e.g. they automatically adapt:--) | DFRFE THDEE
VSIS H T2 NDDTHDD, ZOBBFRIZEBW UL, JFELDFFRT LT, TORER,
RORATLFRNET RS> TND,

AN TFEnRER R RO BIRIZEH 53 DS (330 ORISLO9) DIEIE 55 121, HAIEU)
2018/1725 DO IFAREE LI/, HHI(EV) 2016/679 DIERFEREL 72~ TV ND, ASCERIED
WTHUDDRRD THAHZ LIS THDD, SRS HEIEIL T, VENOFEEDFAD THD
ZEDHLITHD, ZOSERITBO UL, HAIRZORE LOWL)2IAO—FETHD
DT, JFLOFE T, AkdH~EHHIEU) 2018/1725 O IFEAAZREZ AT 55 DL
L CRRHT 52 812U, 5 63 5555 5 b [RIL Th D,

N THRERRIZOANZE 5 DR G0 D@D ARRIZH D7 1%, BHSHNIREFLD
—FETHY, [ INELNDT, ZOIHNTERUT-, ZOBER FOXHIFESTHZFDIHIHEE
LIzbDEFFRTHIELT,

N THERRERRNZEOHRRIZ S OIFSC (530 OF; 1 52D 58713, ()2 EEL THY, (d)
THASTNDD, BIHIZEDEZEE EOIADO—FETHY, (87 H(€)ETHELY Y, RV FER
FTHERALTZ LT, TOIDITERUT, ZOZEFR EOMIFSCHZ D INMEIELIZb D%
FORTDHIEITLI,

N THREHRNZEOBIRIZSE 5 OIS (FE50) DF 3 -0 58513, ) EBEL THDA3,
JHRAIZDEZE EOIADO—FETHY, [provider | DEFRSED 5F A1 Q) IELV Y, RAYY
SRR CHER L= BT, ZOIINGERUTZ, ZOBER EORIRIFSCHZDINMEELZL
DEFoRTHIEIILI,

N THBERRINZE OGS /5 DJFSC (0 O 3 4545 28 SO H1iZdh5Ha means to,
comply with |1, [ameans to comply with | DFRFEEAEL, ZDIIZERLT-,

NTHRERIRIZRDIRRIZER /3 DIF L (530 D5 5 SRATIIEED 20, FAIZEOESE 1
DIADPHLIVRNS, JFDOEFRT ZEICLI,

N TFRERRNZEOHRIZE 3 OIS (330 D 5 55 2 O HI 285 [ paragraph 1 point
d) | O, [paragraph 1 point (d) | DREFLEFEL, ZDIINTFRUTZ, ZOSEFR EOXxHR
JFSCHZDINMEIEL-b D% FoRT DU,
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NTHBERRAIZE ORGSRy OIS (B30 05 7 2655 2 REEO TIZH % the risk of
harm posed by the high-risk Al systems already referred to in Annex 11 DAY, FREFNZS
z%&, [therisk of harm or adverse impact posed by the high-risk Al systems already referred to in
Annex I 2NIELWERESHL, ZDINTHl-> THIRTRETHDL DN, SRS
DRIDEED HDZENHVIFAHD T, KD EFRT LI,

N THRESIRIZ OGS/ DJF L (5530) O 18 54:5 2 THIZH S linternal governance,
arrangements | D&, linternal governance arrangements | DFRFLEFEL, ZDIINTERLTZ
(B 17 6 3B,

N LENREBLRNZE D BIANZEES 75 O RS (3530) D 24 D W25 Thy the present
Regulation] £ 5 RN, HHIZDEZE EOIAD—FETHY, by this Regulation ] DFEFET
HHEFEL, ZDOIINTERLTZ,

N THRESIRIZROBIRIZEE > DI (3530 O 27 455 1 HOFIZdH5 a high-risk
system] EH 5 AT, BAIRORZE FOIADO—FETHY, la high-risk Al system | DFEFLT
BOHEEL, ZDIINTERLIZ,

NTLHRERRIZR ORGSO JF S (3530 O 28 555 1 TFEE O HIZ Ishall be
considered a provider | 54T, shall be considered as a provider | DFERETIEZ2L VEL )
DD, IELWSITHLUGEL, BERNTAIRL GRIET 228127,

N THRERRANZEO NS OJFSC (330 05 33 55 7 O HIZ&H% [ Notified bodies
shall have procedures for the performance of activities | D iFiTiZ, Notified bodies shall have
procedures for the performance of activities in place | DFEGELTIEZRV VNEW WER DDA, IE
LWSCTHDHHEL, GENAFRL GRIET 222U

N LHEEERH RN DO MRG0 53 D RS (5530) D5 33 -5 10 HHO HIZdH % sufficient
administrative, technical and scientific personnel | DT, 2 30 5555 7 THOBIENA) O HE
HILC, Tasufficient number of administrative, technical and scientific personnel | DFAERE TH5H,
FL, ZOEMIEBDO—FECTHHEAGFRNINL, ZDIHNFRLUTZ,

AN THBERRIZE O BRIZEBy OJFSC (330 D5 36 4845 2 T H1Z Inotified body
investigation no longer meets | & D T LATERZR ST TITZR LV WDER 1SS L703, TELV
LTHHEGEL, BRI, ERRICEVIRIE 228Uz,

N TEIREHRINZE ORGSO (5530 OF 39 501285 Inotified Bodies |14,
Motified bodies] DFAFCLAREL, TDIINTFRLT -, 728, A THHERAIZEOHIZIL, gk
\ZH KT/ NCFO FEIZRED OB A EFTMFET DS, DI EATC LT, W
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THHEEHNTFIRL, ZDIOITRET 52827,

N THEMRERRIROIFRIZSE 5 OIF S (3530 OFF 40 SFRIZ, Aea/e3CThHH RIREMED 2
VWO TRV, BERFICARIR LT |G, JESCOFFRTZ &L,

N THERESIRIZE ORGS0 DJFSC (5E30) D 43 555 5 IO HIZH 5 Annexes VI and
Annex VI EOERTE, BASNZ, TAnnexes VI and VI E7-1Z [ Annex V1 and Annex V11| @D
L CThD, ZOBEFRTIBTL, GEPITAFIRL GRIET 5282,

N LHEBERRIROBRIZE 3 OJR S (B30 D5 46 2555 2 D@D HIZH 5 [quality
system approvals | £ D EFTIE, HHIEZORZE EOIAO—FETHY, [quality management
system approvals | DFRFLTHHERL, ZDINTFRUTZ, AMEI THHEL THAN#EIETH
2o

NTaRe RO ZEER /3 O S5 (P30 D F5 52 555 2 FHO [shall inform of the
operation of the system the natural persons exposed thereto /%, [shall inform of the operation of the
systemwhich the natural persons exposed thereto | (D& L F7=1 % I 'shall inform the natural persons
exposed thereto of the operation of the system | DEIESLOWNT N THHEBZ HILD, W T
AEBRUERND TARFERZR LD —FETHLHELEZ HIVDD, L0 R T HAE DIFIRINEL
WEVWORFE TR 52812 LT,

N THRERAIZRORIZEER /2 OJFSC (330) OF 52 2545 2 T [ detect, prevent and
investigate criminal offences ||, [detect, prevent, investigate and prosecute criminal offences |
RGRLChHD, RV EEIRGEEZ S THEERLTZ T, ZDJIDIZERULT,

N TERERRNZEOBIRIZSE 3 OIS (3530) 5 54 4555 1 FHO(d)I 2 Tany personal data
to be processed in the context of the sandbox | &>, [FIFED(g)i & any personal data processed
in the context of the sandbox | & 573, ZAUTHAIZEDEZE EOIAD I LRI
Ao TNDIET T, BIDZ L% EMT 23T TIIRWERT D4R 720 ol T TIld7R
W, 17, EHTIIWNEVORIFECE X TATEA, B EOFLESL T, (d)o Mpersonal
data] XY RAR Y7 AN TRERH DT —H DT LaFEL, ()7 [personal data | 135> KR
ANTOWIEEZ To T — 2D EEFET, LL, THDSUE, W ivh Hazilsi) s
FESHVDRIORERIZIT 2 55T —Z DBEHR NI BT 5 M A2 L Th 24T 5HDTHD,
ZORERERTLE, ZHHO UL THERDFECE T RETIIR, ZOBEFRIZHB N
T, ZNBOFEREBEBIZ AN LT, [FCHRET 28U,

N THEBEHANZEOIRANZE /Sy DR (G50 D% 58 4D DAEDREICIE = () |
DRIT NS, HBIRDOEZE EOIAD—FETIHD, ZOBERTIL, fioTERLZ,
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N TRBESIAIZROBINZE R DL (FE30) D5 64 5555 1L IHO I Access to data | &8
LEAE, HAIROER EOIAO—FETHY, [Foraccess to data | DFAFL THDEMEL, ZD
FOITERLTE,

N THRERANZEOHRNZEE 3 OIS (30 5 65 555 2 T 2 IR, AL Thl
DFFFRE AR SUTHD, L, THEHLRFER72 L THD TREMEL IESIVRN DT, ik
BITEZINZEEL, BUROFEETHRERIRET DT LT, S BOFEHDOERIZINT,
[FITEDMO B AEIEDS AD ATREVED D V20K, EDIH72GA I T I BRI, Al
LIRIBD ST D, BN TIERSCEL L CHARSNAE I, STEAEE T,

N THERESRIZ ORGS0 DJFSC (530 DO 68 5555 1 TAD () DARED EIam
() 1EHDEANE, HAIROESR FOIAO—FETHY, [EVAR () O ThHDHEfEL, £
DINTERUT =,

N THEIRERIRIZEOBIRIZSE /0 DJF L (FE30) DF 70 5555 1L TAD@Q)DARED TEVAR () |
EHDEITY, BHAIEOER EOIAO—FETHY, 3o () | OREFEEThHHUEL, ©
DINTERUT =,

N THRERRIZEOHRNZEE /D)3 (50 OF 70 555 1 D (O) DR RIS T
(©)&72 > TNBER T, BAIRDEZR EOIADO—FETHY, ST UIen7, 7o,
BHEDOHRINZED 235 (C) integrity of criminal. . . | EOEHTLI (d) integrity of criminal- -
FEEECHALIEL, TDINTFRUTZ, 728, ORI L, Ak _&EFrL7ank
NTHHIELT=,

N THRERRNZEOHRNZEE 2 OIS (G50 O 71 5555 6 O O)DARED VAR () |
EOREFNE, HAIEDORE FOIAO—FETHY, [BIam () |OREFETHHERL, D
JONTERUT=, 7, RISFEFED ) DFREBD [EImm () | £722oTODESNE, IR
R EOIZDO—FETHY, TEVAR () JOREGETHLEMEL, ZDIINTFRLIZ,

AN THERREBHIZRDIRRIZ Y OIS (530 OF; 72 555 1 HOC)DORRD HI=m
() JEDEFNL, BRIROEZE EOIZADO—FETHY, [EVAR () JIORBGLTHLLHFL, £
DIDNTFRUTZ,

NTHERERRRINZE ORGSR 5 OJFSC (330 DFF 75 SO IS ASEDRIRIZHD —
BRI C) 1R chd, HAIZDOER FOIADO—FETH D, THAELIRWEDEL TR
L7

AN TEBERAI RO BIRIZEER/y DJR S (FE30) D 75 SROYUESRIAD H1C [set out in
Chapter 2, Title 1] £ 5 FEPTIE, BAIROERE LOIRDO—FETHY, [set out in Title 111,
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Chapter 2] DRRFEE oD,

N LEIRESIRIZEOBIRIZEE OIS (330 ORI N O AR 11 B-ORZICHDH (0
L 117,55.2017, p. 1; | EOEFR T, [(0JL117,5.5.2017, p. 1);1 DRGELEfRL, EDIINZFRLIZ,
ZOBEFR EOMBFECHZDINMEIEL b DEF R T DHIECL,

N TEERRIZEOBAIZEER /2 O JF S (F30) ORIFE 1| D5 B &% 1 BOXREDE VAR
() 1EOEFTE, RAIEDOER EOIAO—FETHY, [BImm () | OREFL THHEfFEL,
FDINTFRUT =, ZOZEFR EOFBIFSCHEDINMEELT-b DA THIEII LT,

NTHMRERRRINZR ORGSR /5 O JFSC (30 OBIHE N D% B Hi55 5 5ORBD B VAR
() 1EOEFTE, MAIERDOER EOIAO—FETHY, [BImm () | OREFL THHEfFEL,
ZDINTERUTz, ZOBEFR EORMBFESCHEDINUEIELI-b D& F R DI U,

N TARERRRIZOHRIZEER y OJFSC (30 ORI 1| % B #i% 6 SOHIZdb (3,
Regulation (EU) 2019/2144 | D EifIE, Regulation (EU) 2019/2144 ] (DRAFEAMEL, Z DI
\ZIRUT=, ZOBER EORBESCHZDINHEELTZbDEFIRTHIEIT LT,

708, ZOEGE, AR THIUTLEATL THSE T REHSO IS 3573,
AT, 5 6 5O 2 DDIETIVRSNAID IR0 > D, HRIIEORSE Fo
SADO—FEEEONDN, ZOBEFRITBNTE, FUCORIEO EE TR Az 8ICL,

AN THBERRIZEORAIZEE /5 OJF S (30 ORIFEINOFE 15, OREDEImm () |
EOEINZL, FHAIEDORZE LOIAD—FETHY, VAR () IO THALEEL, TDIH
\ZERUT-, ZOZER FOXRIFE S FDINHEIELI-bDOE TR T A28 L,

N TEIREFRRIZR DGRy DS (FE30) DRIE IV O 1 5D @D HIZH 5 the
system the date and the version of the system | & & X [the system, the date and the version of
the system | DFEFETHHEFEL, ZDIINTFRUTZ,

N THERERRINZ ORGSR /5 OJFSC (F30) ORI IV D% 1 50Q)DAKRED E3am
() 1EBHDENL, HAIZDOER FOIADO—FETHY, [EVAR () |OFEGL THHEfFEL,
ZDIDNTER LT, ZOZEFR EOXRIESCHZ D INMEEL b DA TR T HI LU,

AN THBEFRRNZEOIRANGE (350 OBIFE VI O 4 5 KO 5 5OZNEE 117
EITIERECHY, LTI DIZHIL T, ZROOKRRBIZITEUAR () I 25ERE S
TW5, HAIZEDORZE FOIAO—FELMEL, ZNHDTEVAR () IAMFAELRNEDEL T
TR 228Uz, ZOZEFR O RFESCHZDINUEELI-bDERRTHIEITL
72
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N THmERIRINZEDOBIRIZEE 5 O JF L (F30) ORI IX ORI 231 DR ICTFE/ INSCFD
FABN IR T AZENHALITH LD, BWRHIARILIEEN TRWVWO T, Z0OH
ERRIZBWCIFE SO FEFRT LU,

N TEERRIZEOBAIZEER /2 OJF S (F30) ORIFE IX OF 1 SOO)DRRBIZIZ A
R () IDRIFT TS, HAIRORZE FOIAO—FELMHL, FIHD VAR () IDMEET S
HEOEUTHERTAZLIC LT, ZOZER FORBEF S F DO INMEFELI-LDEFRT
AZEIZ LT,

ZDOBERIZL, Eur-lex DT —% RIS AESTFU TR L=,
3. FREEICEIT S RAYERER
President

MM ZE B2 (European Commission) oD [President | 1, — ki, [REE | LaRsh, @EIC
BNTIL, EU DEGEFEOZEROIEUIIRL T EER ] LOFREEZ VTV, UL,
MR %2 (European Parliament) -t [President | TV, £7=, P4 (Council) DED
[President] TihHZ LIZHiEAr, A THE—AUC 38R IR IO SHEIRL, L%, 208
EHERFL QD 2O RUZBIL TEEDOEA KL /2ND T, ZOSEFUTIBTH, BINZE
Ba0 President) % [ FE R | CliZa< [FER LR3Iz L,

Should

THFETIHEFICEED EU DIESZRIERL CET-RBRA B E 2 7-iine L TlL, EU Dk
23T lshould | &Tshall ) & DRI AERER 7 FEN 372K 52 [FIFSRE T D, should )1,
RDNT BT BRI F I SGEN CBE DB D E B F -1 TR AR RO LT
FAODN TN Chhd, BLIRICENAZ S D SUEITCNCld[should | 72> TR7z
MHESCEL T shall ) 1272> CUODDDMERER 72 R ETEREZ 2D C, [Rl—DEMINEEH D
SZHUT, Tshould ) & Fshall) 2V ) BT FOFRBOARED G- Th, UHEIND 4 2%
DERFEENZIRFH T2, ZO UL, EHlOFESHEEO R TEOIL TNHZEDZEL
L, AR THS, EU OHIIIREESZ 100 ANFEEim HIZ5ERL THA
I, BEHIZ, ZOZETHHFL, FARLRICES 7 RARCET D L5 Th A, iR
B O A AGED BRI ERIN AL QD EXT, FARAFMECEZ, 72721, EU @
ESOHTCTIZEBUT, Tshould) TIE7e<, TMUST ) £7212 HAVE TO &858 TS
NABNIAFAET D, FDII7REAITIE, AT FOMEE RIS ERUIZ AR ED LB 725
DT, FlzIE, (HAGE TSNS IR CRL INSCFDO RPN T) KFEEIC
A5 WA Ll D S YAV S O d VAT

Pl bE&EEFEZ 7 BT, EU O3E5HIZE T lshould) & Mshall ) &) BT EOFRED T
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ETAHZLTEFEFETHD, TOIIREINT EOMENMEET D2 MEE R, TDIH7 R,
T EOFRES HAGE CERELT H708, ZOSEFUTI T, Tshould) Z 14 ~&ETHD
EIRTZ LU, ZOGED T _ETHS]1Z, Ishall), Tmust), [have to] &< [RITERRE
HREZ L D,

728, EU OIESOLZSCHIZHITS Tshall WZBIL T, TUZRTFUE b0 Sidtd,
SERCCELUCGRIBL TOADS, 2, BAREDOESIZEWLCEma CTH> THIEREE
L CEBT DL INHEBHT OGNS EZ L5 DTHD, TDIH7 AAREICKT
DNLEHAT EOASHI TR L2 WETE, S3CHIZdH D [shall |z Tmust ) 7= 1% have to | L[RIC
JONTEFRT RETHA),

Data poisoning

AN THBERRIZER OGO HCHV IV TS [data poisoning | 1, —#HREEL CTH
WHILTCWDDTIEARL, (FRZ BAYFERIOD) N THIRES AT MR OBEEFED—F
DZEEFRL TS, Bz 1L, —a—ual B a—2 O e AL N TERES AT AT,
BD B DT — 5y MO E DAL F N (=3I 528128, —EDHL
(= N THHL V=TI LR R Z FE S —TED BRI 2/ AT A EE) 12X
ST, HVEFD=a—afEEDO R COBIIBNEZTIEL, HDAAT DN IRbIUE=2—n
FEEDEREENT- (=58 SN T) a2 e L Gl L (= #EIEN. O B WAT LA
AT THERL) , TOFHBERREL T—EDOHNIZEFATT D, ZOHEIZRBWT, TDOUA
T L CHASNDT —2 2y b IEHE 522N EA 2D SO (EHERRC) 7 — X DD
1ToNT=D, HDWE, —EEDFEFVDOH LT —H I FAET DA BRI AJREZME
FRMFTET D5 RICRBNWT, 0T —2DEEDHRO—HIKIED B DL, BINHIDHE
FOVERES D Z L7205 (=D T —F A D SERMD RIS L CODIRREL 1357253
TREE R AERSNDZENT72D) DT, TDIHREEFVDHLT —HD—HEHELIZD,
HDHNE, Ty MRS L T EMMECEREPMRRESNSH DO ThH->Th, £
O FFRE RAEL IO —EEDT —F 1y M EHEIR C) B&HAZ 7205281230,
WML AT MBI HESEDOREE LS EHZENAIHETH D, [data poisoning |1, =
DI R, NTHIRES AT LD TEH DT DI IVIAD T — 2 DEARD 55N
EREET DI DBEED Z L AR TG, DI, FlZ1E, BRI T, b
DOFME TR, O AST-BRRATRIEL, BlEERENEA TEAL ABTHDHMIC
ZDFRL S THEIERE IS, BURA TS IR GERAR e D 57 ekl
LICND, T VRO P R LR T A Z L FTRE T A,

P bEESEZ 72 BT, ZOBEFRITE T, [data poisoning | % [ 57— #VHYLHEE | L3R
el it

Adversarial attacks

—RZ, ANTENRES AT LD IdIL, F D AT AF 1 AR Lo TRl BT
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PNDD TR, 2 V=TI T—EDSAT ARIMZ B, FBIESID, ZiuL, A
RV ROFHDPEL ~JL DL AT, AEOE R R EmY Tl e &, £
1L, JHRE ORI T ALDTHHEXL, —EDBIENINZONLDEFL Thd, OF
0, ZOLI72HAT DO NTHEES AT LE, HRGAIZIE, ZOFEHSY 350 V=70
FRVRENZ A DRENEHAET DI ENTE T, BIROZ L7 D, Yigor =T D5
INIER CTHHNE IS, Mihr s =T OREN DR E - T—EDFEAEIC LA/
AT AL TERAP OB ESNZL DO ThH D, ZDOZEL, —EDFEREFITHL T, Bl
INAT AT DINTHIRRUE T Z N AIRE THHZ LA ERL QD F-, BHREOFEEE
HENPESN TODHE TH> THZDZENEEFD, Hil21F, FEEIEEL TV DB
FNSEBITEENL QDG DRI OFERAIRREEA ) 7 )V 2 A D H 52D T
B CIHAR2 T AT N T Th (B HIONL B R E M ORISR O 282
DDOFREN LT Y =T DIEEOREEIEEIIOE %2157, U7 Ry 772
RO EE 22 b D THY, 2 EDOAFRLFRROL ~L Tl 2 DFRREETI TR E
[EEM: - ZZEMAMRES AL VIR ZETH D0 D Z LA & 1595, A THRES
AT BZBITDAIREET X FEHZ OB DN EITAAT AL EIR (=54 THhHEWHZE
ZIEME PR QWA BHRE THIUE, B CIARIZ T 2%t DL AT M EE WL T
LEVII R BEEL R AL ETHAD, E LT, FREAIE TR N THBES AT IR
KD IH7eH D (=FREDFEIEIC K> THNLS I S T AR DB D) ThDHD
T, DI AT AET N THHED B0 gl A A WX, BlRaI IR LASD,
ZDIHNYE T, B, FBAANIFATARETH DN, Bz IE, 4P =7 DM H
\ZEAIND TAEEATBVIAFHHZERC, IEHOT V=7 2 F4 AWK - 52 BIET-
I T AL LS T(EFAIL, M AT LA BT T HEORE, F1-18, Ma A
T LD B G-I DR B O FIZLEE S LUTMTES, Foid, Y AT LT
T 7 — 2O S E A TS TSN FEEE AT DI T8I -» O 3
BAANCHIATAIRE CTH D, ZOIORBEETILET, FAD BRI BT, T4 Ve
R BINT DT L Lo THOHE 2 TEIRS T D LV OB E- 1 RIS Lo Y 00
K72 T2V TR ARG DIV WOERIE LD, Zhudz, ZOxGERD, T VX
VIRZERNZ BT D0 D K OGS D X572 NAHIRL DOEE, FAEASDETO SRR 2B
BIGAHIHRZ LT GR NREZRI Z IS T TR A UE b7\, 2D X7 REH Al fig7e
K IR T DD TH - T, IRUTERTE72V N, 72721, ZORENIMNIE T 58D THD
LI, WPREE L U CO A MIMOBEREORAFES LE DRI M RO LD 72b DA IR
FHEIN2TF T e b, ZORER, B3R ATRE AL - IEF IR E 7R
DBHENIFERH AEIFNIEHESND, ZDOIH 7R RREE 570, e m e
IRDEH727E % b SWFFEE FH I TR R COAFET D, LU, Hika KB T D720 D FB
ELTOT —H (FF8) 1%, TNEEEL UIERNEEZ R TZENK, BHRNELDY
D TR A T — 25 W L 72 AU 7720, RFRESGATIZ L > TEMZE LA IR
DR RESEALT HI28, ZADEARRNHIEIL, BEA L3572 OHFAALMLETH
DL, AT —HEAERT HEDRESI DRI URHY, Lh, YiZkDE DR/ IREEE
AR ORI E I LT DL D7D T, el EGLFEREDRER TEDAY T —H D
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HZRMEEZ ATJ LT DGR AR AR T — A PWELI0, F21E, MO AT LHER
T FAT T A N OSBFT O J@a 7R ) T IV ZA LD B E AR A2 5 — 4 (AL, %
RTTAZNEIE) ©bEEL 705, ZVOOEEE, BIFAZIISETRAREZRD T, M, (diiye
AR —DEE G )t BRMEEIRAY e T T —F I ESEL, Fo, DI
Bz i B E 9 AR, BEEFETO T 7 o —F G I CHE T D, BT DI, HiELS
FTERE N EDHFIDZ\ N ERGRO EHRZ Erte N THEEIE, BiFEUIFIRAILZeW, IR
SEUAFDETIUZ, FAUT AN TERED IO HAD T 7R 2L AT L7211 T D,

VLA EZ 72 BTG, Z0BEFRITI T, ladversarial attacks | 2 (o ARNIHsizC | &
FRIZEizULT

Operators

ANTHBEHRRIZIZIBWTIE, Toperators 13X, Al S AT LDR%EHE, BI%E, 1RAEE LD
FIDLLSNDEHEZ EZ TSRS L THOWGILTWD, ZOERFIE, BRAEITEAN
ThHORMEHEATEIREE DO AHIEBID M 5055 D, D XH70455 D [operators |13,
INIRERE A G TS/ C, TH33E Tl R AR O&FAD ¢, (BlziE, Bk
BRD—FELL C) FHEIITBE TS T2 HARK Al S AT LD RSN O 560
WEZE L, Toperators ) 2>BERIMNSID, 72721, SUIRICED, BEZEE FI 3Rt IRES
NTNBDIZHFST, Toperators | 23 VWGV TOAERTH DY, 403 Lbkt Y esEOEH
RIESN QDD Tz, #1Z, Toperators) i, economic operators| DREFELL T
ST,

ZI T, ZOBEFUTHB AL, SUROLAERAINTHEIRL 7= C, loperators| % [EH |
FIARFET | HERUDNT D LT DL, 56 3 5455 8 HOMEIZHEA,
leconomic operators | 2 B3 5354, &KUY, SUIRDG, Al 22740 loperators GEFIE) | C
IRV EE A S TS L THOGIL QWA Z DS BHE) S5 AR, 2 CHERE &
R EIT LT, 72, BRI X Toperators | L [RIFE T D LIRSS A TH-TH,
lundertaking |\ ZBEIL Ci, 3685 LaR3dIc LTz,

2k, NTHEERAIZEOE 63 445 1 Ho(a)i2kv, HHIEU) 2019/1020 (0J L 169,
25.6.2019, p. 1-44) DiEHAO SRZIB T, RFRNZES S [economic operators (R HLS |
FAR) | 2SN TEIRERAIZRIC 31 54T loperators GEF#) | 284250 L THEVHK
Hihd,

Procedures

—MIZ, Al VAT LORG, B3, MEEEO IRV TSNS, Tprocedures)
1%, PORGESI, LS TFIA 2R T 280320, UL, 2O N TARESRRIZRIT,
Al VAT LOBFFER, EHFARET IR FEARD TEISBE ChHOADIREL, JVEkE
HYRBEEE L CZOREE IV TOD, 2L, ITBIERE BHIE HAETHLYG, BU DA
HYMHED 1 > THOIEAUNZ LD TBOFEE (ED XHD) D HIRET 26D E LT, SR T
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FEBIENRE T DB TR, REEEICB O CTHOON D EEOR R FIEE -1
PSS TRE A TIIARK, (K ETHIEALL ) 155 (Tt £23EmiES
ATBOLEDOEATEDONDLZENZNEHEIISILD, REEZEICED Al AT LAOBR%
OB TOHEROBLFEERAEE T HIRUY, FID)VREEERO—FEChHD, 2D
FO7e A ARG NIRRT DT 0D1Z1E, L TR I B e D RERE CRRGEDY 0L C
WDEWWOERD BAGED FBIEAERI K> CEEIEL, 1 HOFSE IR CIFFED 1 FikE
D AAGEZ T 2T 2ICEENT DRV DN, LU ATRERTHD, IGED
IREL T, Hx OIESOIEEE IEMREREL, 20 i & O gar i
{ifl %2 DEZTE T2 FAfA IEMECFMRELTZ ¢, SUIRTIST T, X0 BN aFERY . A ASE
DFEFEERL, HASNEY 552 RS L CEAT D8\ O B A iR ot
FDLDRN, EDZEND, FEFEDZADIFSTT X BUUTE U, F1Z, OEWFR
FRCHDHE LAVRNMERRMEE D > TNDEWD T 22— BN DB 855, Z D%
AMEFIIT— BRI DB EO RIS, MikES KON FERSEA S O 2RE
ATR— AN (ERN) DSEIRTIITL COBEIMNET THD, Lh, BT 5 hise
DOHERRIZ LY, FRROBOHIEI I 1T DRIHRE 72> TSR AR IS BB EL HY
EHHZLEEYIRO KAHEE LU THHET RETh D, — IS, FE, IRUCEESnsZem
720N, FZ, AEROEFR R TR FOWT I DALEIZHD,

PLEOFEFEZ 2 THEEIIANTZ LT, ZOSBFRTE WL, ZOSRTHVWSIS
RO, JEHIELC, Tprocedures) % [ Ffe) LaRZ &2 LTz,

Notified body

N THIRERRIIZRIZ 4513 % Mnotified body |13, TERESHERRD &2 E PR (competent national
authorities) |Zd&i> THEZ ST, 20, RINEERITRIL CGlFSh - A MUl Ch
%o NTHNHERIHIZZ 31T 5 Mnotified body |1, i@, HERLEDT TERERID—FECHVS
HIFNEY, WL, RO RRE AL DM E 2 LBk L2 D Z L MRS
NN, 127210, BEORFHEACIE R X 2T ¢ EOBER LI B0, 15508
ET DN THBEHA AN KSR EIM TN D ZEAEES IV TS, BIRERIZIUW T
1%, & TOREAD N THBEEA LK OV OISR SIS —E AL T, Hil EoZRK
HIE N OVEAE EO B L3550 T O A T B DRSS NN S 2 A - AT - T
THZEE, IHERTRETHD, D72 tb, BlRERD HARENIZINT, AN TEREHRIZIC
IRSIVIZ W IRD B e 3 DS ZA TRE ) & ST AN AT - 3 R L, 1 o
BIFELRVL, S E VU RALL UL D HIARTIFEAE W, Zhud x, HAEIC
BT, REMEZE T, EORKE2EELO P2 RO ERHRRE D ME G R
LB LI035 Inotified body | &L CO&ENE R SXDEAFR2NDTIIR VLS
26D,

Inotified body | 1, ELARCl MamERERE ) F721 X SRk LR9-2bi2725, Lo
L, ZOX5725RGEZ, Tnotified body || ZHIFFSAL TUWOD RS CHEREZM TS EHEREA BT
HOTIFRNEV BB T LEREE CldAe ), £2C, ZOZEFRITBNTL, TOEH
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%S A7, Tnotified body | % [ FEEMRR] LARTZ&IC LTz, ZOFREEIE, EU O AN TH
BERRZDOFRRIZIB W THWONAZLIZTEHELIZD O THY, IO HHFRGETIE
I2NDT, X5 WIRICEBUWLCIHERL TIebZauy,

Identification

He

N THBERIRIZEDF 14 5555 5 TED [the identification resulting from the system ] LD ER51E
SRHHETHY, LU T HERAIRESRE EOIANE TG LIV DOTHDLD, 1IEL
WITTHLUGEL TEDEMWAHEIT 2L, B2 Al VAT LSEELRE AR TWDE
FIFEDHEIL CWDEE Th->Th, EOFIAEOHWNSE T £/ I RS ET D
ZERBVIFHT=8, FIHE B3 OREREE I OFFHN T THEL T D HE 2 5L,
B2 T ORI CEDO L AT DORE B 5 1L (stop) | SHEZRNWIINTT D72, 2 4LL D
Lo THRE RN I TSN - ECHE IR | O E AT A2 LA R EN EODHZ L
TEDHEVIDZEEEIRL QWD EIEEID, DFD, ZOHAITERTHIFE D FERRL T1D
FRET, COFIHED (ZOREDIRFNT) THERTREZ L IHNOFRE ThH > T, Z BT
IELV MBS L I ETHLEIFROR, EOTEERT 720, ZOHS T,
linformation | <[ indication | 2% Ci372<, lidentification) 23 IV \HIL TWA BT HZ L3 A]
RE/RHIIHIC D,

Tz, JFIUTRERID DD ATREME I ES IR DD, — S IELWITTHDH LI
FECHWL, ZoEAICBAL T, Tidentification) 221 3 RN 7-ShE ) & (BMHAAH->O R4
Ziizliz,

N THRERRNZEOHRNZEE > (5530 D 43 555 3 B0 3 EIFAD iz A if he hasalso
EDOERBUT, EU OSHEEICH RIS AHARIFRID 1 -0 Th DB L FEOMER D4
FERL TR, AKX it F7213 Thefshe | EEFIENDRETHA), ZOBEFRITIBUNT
L, ZOEPNZSHS The) & [ZDOREESER | LRI L2 LTz,

2B, ZOXH7HAFHIZ BRI IR E CHEEL 758, Tk, BRI ettos
ZOMMDOIE FORRE A BT SEROAEL ORI ESh A Z L b X D215
WEAHETHRIEND, L, FDOZEE, EU ORIOEANERID 1 > THHLhEM DR
DJFRIETERI AT 5 Z DAL THD,

Thdz, HLETHMGEREL UL, W T MOEARFRR BfSh AR, 2528 HiEk
HCHFETHETOFENIH D EERDZ L XA 570D Ui 7aE Bo—Fil L
TIHEL TWDDT, JFER AN ZER BRI C 22 h0ka T 5e, —BID S FEOIFER OME
HEEE X DE4572<700, TNEEEIET 57201 VBN AeEE LA AT —In
BOMHAGBERIEL/RBI 2545720, RIZS 21X, 2 TOABMIL SO, [IHE)N
ZEMMBESRINADZEEIBE DEARN,

UL, D NI HAFTHHRTBNTL, HELER KR DZE, F20T,
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M5 H BN ERIESIALZ iTTJEifOE;k’CE?)@ FheUZix 2 NLLED NI A7 ATE
Tt AR HERF T D2 LM BN ATREIL 2D, TiuP Z, HUNFEM O NIBf A (A
HWNWEBZ DO THIUL, 2RI A58 OB 7 b 3267 BiiR %
LU CTHEGERET, TLA, %@ctofiﬁkgfﬁfifaéﬁih IR R B A (N
B WO FARH RN ST DH D EL O PRI DLV ORISR D ek, 24 T D,

NERESZAR I THERF 5 7- 012X E 2R (tolerance) | 23T, Molerance] 13, TFk
18 FX A VO BRSSO,

Supervised learning, unsupervised learning

N LHRESAMT OB ClX, —#%IZ, [supervised learing | 13 [ Zfifidh 0 738 | LEREH,
lunsupervised learmning % F%ZEWOEL”"”J LRSIV TNV, ZZ CHESIV WD T &1
AGED B FRRFER B N LR ZBE L2 WA 7R AR EEZ D L2 8 Eﬂzb
ﬂéi)x B ECIEZD L7080 MG et U QI ERIZR AR 2\, IR C, HRBHI OB

G CEBRATON COLDIIIE DT — 22y NI TET VORRE L —ED
IAT At 545120 OFHE Tl b, NEIDZETI ARIO AT CRICZ &2 FEL T
Bk, ZOITAX, W) £ S L X NEARR ] L TS D, EIZIKli
ER OERED WEOHEFIZHO FIZBWWT, Z2OX57TAI32E kSN D, Thudz, =
Gl ) &V HFEE FIO OV Tz, AR ) @Txn'ﬁ*%@ijfﬁ%@f_ka?ﬁfr
SNDIERIED DD TdD,

— I, X, SR CI W, IV IEMEICE 2T, OIS G Th->Th,
TR %G T 2B OAENE - FHE - BES 1% 100%HHEL, S4B S EHESID L7 HE
ERCEOEMIDREN DM KIS N D IO CiEa Ffiii§~ 2.0 TRt iud, Friozhif
EDITHTELIRETERN, [HTHDFH | LOFRITIT DN LT, %&Eﬂi’C e, Mk
FROENZBITLEFEHO LO7bOEAEL TODD TITR EEDILD, TDLH78
Yro O ERBIROFREE TR, AEIRIED FETIIHVETE, ZEITIIRY Y,

PLEOFSEBEIZ NN LT, ZOBBFRTIBWTIL, Tsupervised leamning | % 7 &
D | EERL, Tunsupervised leaming | % TEE 7o L8 | LRI 812 LT,

Trade name

lrade name |1, HARENED NI\ TIXIPEE | OZEEFET, LinL, AT HEEHRIZE
DORFEVIN OF A EIZBNTIE, Al AT 2O, B4 23— 24 28
HHOELT, Itrade name) 2SHVWHLILTEY, BARENEIZHIT O SE 380 EREL O
DELTIDFERHVGILTNDIEE DI ENTED,

ZIT, ZOBEFRITBO UL, oEFTH &, trade name | 2 AU THG | EOAFR]
o NG R 1 By
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Non-learnable parameters

55 3 256 30 S OHIZH D non-leamnable parameters | 1%, EHAR T, [58TEARY VT A
—X 1705, L, NTHBEHRRIZE CHEL TV b non-learnable parameters | 13, #%aHELE
TRAS QUL R SR S TS T A= Z DR IERC TG A B, FIfCrliRo i
RRIZEBWTFEEHINRD ST T A=FTHY, 70, MIERCHXGHILTEE N2 EN
FESIV TN N TA—Z DT LEAET LIRSIND, B E AR ATRE R ST A—2THY,
D30, FHIERCHRREI AN ATREZRD DI, FHHEDOXIR LT, BEgEL/2D, 12751, £b%
BJFIC (R0) IATERIRILTIH D AR 35%5,

TR, ZOBERIZBTL, £ EMWAE KMEE5728, [non-learmable parameters |
RV VST A=H LTI,

Jurisdiction

—f%iZ, lurisdiction] 1%, FHEEZ O EEEHE /13T R SHIBRREIPHO Z &%
BT D, TOZEND, (FHEEZOMHEREEL CO) TEHEEERE 213, SEOFRAHIEC
1o TEDLIAEAIFTOAE 2 DEFEHEAFET S5 E LTI 20) [EIZE D K S PR
PZEDEDDIEERL, B, EF MRS DT TEHEA B T Al a7 R e A 7~
BEEThHD, FAmme L, fflx OITBIEITOMERRL, 4iXEOEZR SHEOFFHNIC
BENDHZEND, —KIC, 22 TUODEMTTO T TERE (jurisdiction) |13, 4r%EDIAHE
DK OFPHZ R T 72012, F2, 4 O TEREBIOMERR 7= TS FRAR P R
TeDIZH WOINATZENR LN,

NTHEEHRRIZEOS 64 5545 3 THOH 2D urisdiction | 1 ZBEIL Ti, EU D RSERERLE
DEZF FHED P2 TBREROMERR 7 1 I S EA AP 476D urisdiction |
ZAWTWBUELT- T, o lurisdiction ) % [ #eAEHENE | LaR9- 282 LT,

LLEDIEDNZ, %AEHRIEV) 20201783 DSER, #FeHHAIIEU) 2020/1784 DBER,
#%ISHIHI(EV) 2021/693 DBEER, % EHHIEV) 2021/694 DESERR, 14 PRIk
(2020/C 342 1/01)DZER, 1448 e-Justice IRz 2008/2125 DEEFR, #4487 5 IHHHIEV)
No 910/2014 DZZ5R K UM44E e-CODEX HIRIZDZEFRDA R/ Tk~ 7= L30T
HD,

4. BESERRUSEGER

HIHIEV) 202011783 DBERITL, ELHFHRMES 6 % 5 5 1~81 HICHD, HHIEV)
2020/1784 DZEFRZL, 1ELTHHMES 6 75 5 5 82~159 HITHD, HHI(EU) 2021/693 D2
EFL, TR MRS 6 %% 4 5 440~486 HIZH D, FHIEU) 2021/694 DEHERIL, 1t
WHEE6 R 15 1~104 HIZH D, BHFEIEE(2020/C 342 101)DBEFRIE, LG HMEE6
% 45 513~537 HITdHD, e-ustice I 2008/2125 DB EFRIL, 1Ll HHEE6 %4 5487
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~512 FHIZH D, e-CODEX HIHIEDSEFRIX, 1ELEHHES 6 45 75 233~319 HIZHD,

F =TT —HFEH(EV) 2019/1024 DZEFE, IELFHMES 5 5 1 75 57~136 HICH
%, B FREEG 1FE4 2000/8VEC DESEFIL, IELIFEMES 345 175 110~141 HIZHD, =
SEREFRT(EV) 2016/943 DSEFRIT, ELEHMES 2 & 9 5 489~514 HIZHD, BTk
BIHIEU) No 910/2014 OSBRI, 1EEIFHHMES 2 %5 10 75 147~196 HIZHD,

FAHI(EC) No 810/2009 (Visa Code) #; 54 2512 L AUEHD VIS HHIEC) No 767/2008 &
SEIL, LIRS 2 5 5 5 49~59 HIZhHD, HHIEV) 2018/1861 DHERITL, 1L
TEHHEE 4 5 4 75 89~146 HIZH D, FLRSIE 2008/633/JHA DEZEFRIT, ELIEHMES
25 8 75 48~66 EZdhD, ETIAS HHI(EU) 2018/1240 DBEFRIL, tELIEHMEE4 53 5
42~137 HIZdHD, HHAIEV) 2016/399 & =27 L R—F —a—R) DB EFRIL, TEL G
FH2 KT 5 1~82 HIZhHDH, NE/HEL 274 (EES) HHI(EV) 2017/ 2226 DHERIE,
RIS 3 & 3 B 201~300 H(Zd D, ECRIS-TCN HHAI(EU) 2019/ 816 DEERI,
IECIHHMES 4 %8 6 5 176~208 HIZHD, tHAIEMMRAIEU) 2019/817 DB, 15
CIE MRS 4 8 8 75 T9~157 HIZHD, FHAEMMIFAIEV) 2019/818 DEEFNIL, {ELE
WML 4% 8 5 158~231 HIZD, eu-LISA HIHI(EU) 2018/1726 D&, 1EL
FE 453 75138~188 EIZH D, HHIIEU)2018/1241 |2 LA iER% D Europol H1HI(EU) 2016/
794 DEBEFL, LGS 45 4 5 8~68 HIZhHD, FRFAVSHARIE 2002/584/JHA
DBERL, IELTEHMEE 4 5 5 5 185~213 HIZH D, EURES HHI(EU) 2016/589 1%
B, IECEHMEES 35 5 B 133~167 EIZH D, HHII(EU) 2019/881 (Cybersecurity Act)
DBHEFR-UGETUE, IEETEHRMES 475 8 5 16~86 HIZH D,

ZLE 31BN COM(2020) 66 final (KR —AHHE) OSBRI, {EEEHRMESE 5 & 2 51
~83 HIZdH D, KINT—H22]@%n COM(2018) 232 final DBEFRIL, TELIEHMEE 3 &
10 %5 107~127 EIZdD, BRINOD =80 N\ THIREIEH COM(2018) 237 final DZEFRIL, 15
LI HHES 38 975 198~232 HIZHh D, 7 —FEREPiREsim%En COM(2014) 442 final D%
ERRIE, IELTE MRS 35 4 5 128~146 HICH D, JelinT VX2 AR OIEHI BB 5
KRN ZFEE AL 7V SWD  (2018) 137 final DB &R, s 359 5233
~268 HZdD, iy NEDHIEE RO DERNESRGEDO S BRI, IEEHEMEE 2 & 5
5 436~490 HIZHD,

HHI(EV) 2018/1725 DZZ A, 1ELIHHREE 45 175 1~81 HIZH D, 515 2002/58/EC
DBER-METHU L, RS 2 % 5 75 158~187 HIZH D, HHI(EU) 2016/679 (—ik
T —2RERR) OB FETHI, 1EE TGS 3 & 5 5 1~114 HIZhD, FE1H(EV)
2016/680 DZEF T, ELIFHHES 2 5 1 75 41~140 HIZHD,

HRHI(EU) No 182/2011 DBERIT, 1EEIHHMES 3% 5 75 168~179 HIZHD,

ZOBEFROBIEIZEL, ERMEAR MRS T v 27) DB 245,

ZOBEFRIL, BIFAFZEEAHBL A ST (B) (19KT0014) I OB AR Bt 4 Kt
AFFZE(A) (15H01928) | Z L AHFZER R D —ER T D,
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341



e GRS 6 555 (2021411 A)

ATHIEECEET 2B EIESNI-IRTEZED,
EXWESD—FEDILEITEEZBIET S
Bk UEBESORA (A THREE) DIRE
(COMY/2021/206 final)

Proposal for a Regulation of the European Parliament and of the Council on Regulation laying down
harmonised rules on artificial intelligence (Artificial Intelligence Act) and amending certain Union
Legislative Acts (COM/2021/206 final)

%ok ok
i E
Explanatory Memorandum
1. REDBE
Context of the Proposal

11 REOEHRKUVEN

Reasons for and objectives of the proposal

ZOFAECIE, NTHBECRE 28 LS REE T HHAIDIEZR (N TEIRERR) 2568
LCb, AN THEE (AN I, PEEF I OB @ 2E0HI 7= DEIA I K O 21970
ZASEH T DU SL I L COD AT 70 —Th D, TlllEm EsEnl, EEH TR
OERE Oy E o b3 528, KOV, h—ERgEE L 352812k, AN THBEOFIHIL,

2 BN OBREE FOZISORERAE LB TE, Fi, N OWINRRI R Tl 72 D4 b
DENATRHETED, ZOIO7RTEENE, KUEZHE), SR ONERE, AR, a6, V71,

WIS OVEESER B, FRIRE 72 %L OHPNC BV TRETHD, LNLARDD, Al DFfES
TR RS2 28 DIREN ) £ 7505 TR DESE L O, A E I TAITRL, Bz A
T EIATADFERD IH72b Db b 7= HULGD, FOZA D@ K UFEAUFL I IROL,

EU X, T ADENICT 7 0—F DO DEX ) 1T HZEZRIRL TD, EU OFEFR Fo)—4
—Iy TR AL, LT, BRI, BRINEAOAMIE, FARIZ2HER R OFEAFRIZHE
> CTHHET T 2B =72 B SR S Z A8 CEDZ LMD 1%, RIMEEDOFREE 725D
ThD,

This explanatory memorandum accompanies the proposal for a Regulation laying down harmonised rules
on artificial intelligence (Artificial Intelligence Act). Artificial Intelligence (Al) is a fast evolving family
of technologies that can bring a wide array of economic and societal benefits across the entire spectrum of
industries and social activities. By improving prediction, optimising operations and resource allocation,
and personalising service delivery, the use of artificial intelligence can support socially and
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environmentally beneficial outcomes and provide key competitive advantages to companies and the
European economy. Such action is especially needed in high-impact sectors, including climate change,
environment and health, the public sector, finance, mobility, home affairs and agriculture. However, the
same elements and techniques that power the socio-economic benefits of Al can also bring about new
risks or negative consequences for individuals or the society. In light of the speed of technological change
and possible challenges, the EU is committed to strive for a balanced approach. It is in the Union interest
to preserve the EU’s technological leadership and to ensure that Europeans can benefit from new
technologies developed and functioning according to Union values, fundamental rights and principles.

ZOFERIT, 75 von der Leyen (ZE BRIV IR AT 2, RIS, 42D 2019 4-~2024
DT OREBITEF CoAINE B A5 13 2RINES Lo HC, Al O A EROMmER
FOBERAWICEIT AN O TS - T 7 O —F D= DA RN B SBMHEET 5T
HAHIEFRALUT-, ZOFRADE, 2020422 H 19 HIZ, FNEESE, Al AE—UEHEs
1EFE~DEINDT 7 —F 22T U=, AET, AI %mbﬂ@_&@%@k%wotiﬁﬁzﬁf®~
TEDOFNFIZHD VAT SO A-D B Ve ED I TR 2B 2B0R Foos
RIEAFREL QD ORI, [SHEEDHD Al DT D DOIERFRESAAZARZETHZ LI L DG
FAD T AT LOFEEDT=0OIZ, 5D HiEFEETHZ L2 EL TS, ZORRIT

EU OAffEE FEA 72 HER ] %Eﬁka%%@fm, TR T Al OBPEELIRIL->D, A%
K OZFOMOFIAEIKITL T Al _R—2DV 2— a3 AT A2 ~DIEEE 52 528 %
FHNEL TS, Al 1, AXIZESTDY—LTHY, H»o, NEIDOERE R ESEHZEA5e
DIANEL THHAEEDHDFD T DD ITTHHRETHD, TP, BRINEED TSN TH]
FHATREZ R Al D7D DIESETNZZDOMORRINEASND N4 (L RIFETHO1E, AR
DELDTHHRETHY, ZIUTLST, BRILIFET, I, FARNIIHERI DS EA &,
ERESFUCHANRDS O DINDE A& IMEFHTEDINTT RETH D, AEDOFUTOH, FMZE
BRI, REeRERRE LD Y LT — a AL, AU, Al OFIFEINC > T
AT DREERR SIS LT D7D DIEFIZE DN AT REKFFT 2 28O ERRE O K
7R LEIEET DB D ThoT,

This proposal delivers on the political commitment by President von der Leyen, who announced in her
political guidelines for the 2019-2024 Commission ‘A Union that strives for more™?, that the Commission
would put forward legislation for a coordinated European approach on the human and ethical implications
of Al. Following on that announcement, on 19 February 2020 the Commission published the White Paper
on Al - A European approach to excellence and trust 2. The White Paper sets out policy options on how to
achieve the twin objective of promoting the uptake of Al and of addressing the risks associated with certain
uses of such technology. This proposal aims to implement the second objective for the development of an
ecosystem of trust by proposing a legal framework for trustworthy Al. The proposal is based on EU values

1 https://ec.europa. eu/commission/sites/beta—political/files/political-guidelines-next-commission_en.pdf
2 BRI ZEE S, NTHRBECEE T2 AE— Uit~ ORI D 7 7" m—F, COM(2020) 65 final, 2020.
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and fundamental rights and aims to give people and other users the confidence to embrace Al-based
solutions, while encouraging businesses to develop them. Al should be a tool for people and be a force for
good in society with the ultimate aim of increasing human well-being. Rules for Al available in the Union
market or otherwise affecting people in the Union should therefore be human centric, so that people can
trust that the technology is used in a way that is safe and compliant with the law, including the respect of
fundamental rights. Following the publication of the White Paper, the Commission launched a broad
stakeholder consultation, which was met with a great interest by a large number of stakeholders who were
largely supportive of regulatory intervention to address the challenges and concems raised by the
increasing use of Al

FERIT, RINGES (EP) L OBINEEEE O DO ROEFHISZ 56D ThH D, ZbiE, Al
DZAFEV AT DI DRINES L~V THEEN RSO N THBES AT L (TAI AT ) D
720D BAHI B DI i i3 DT O DONEREN A0 KU R TR T, i
E, BRMGEE 23, BONBEREESIZ L Tl 5N QD IH72 22 THY, [SHEMERHY, 7o, fi
FRAY 2 N THRED BRI RBIT 7 a—r V7)) —H — L7250 ) BRE X2 50D THY, iz,
RRMNGES D DRA BRSO 7 @B EO EAFRIDORGEE IR T DD D TH D,

The proposal also responds to explicit requests from the European Parliament (EP) and the European
Council, which have repeatedly expressed calls for legislative action to ensure a well-functioning internal
market for artificial intelligence systems (Al systems’) where both benefits and risks of Al are adequately
addressed at Union level. It supports the objective of the Union being a global leader in the development
of secure, trustworthy and ethical artificial intelligence as stated by the European Council 2 and ensures
the protection of ethical principles as specifically requested by the European Parliament *.

2017 47, PRINEREEE, [N TEBED IO i) 2560, TR 27 DO EE
BORGE .. T2, R, OO T —255H#, T2 R OB A el
Bl kb5, BRINEA N TREESNA N TAIRED BRFE M ORI B4 Aask s =3 HE I
B2 2019 FEDPFED H T, BIET, BRINOHTEROMER N Se I CEESNAZ LS
HZEDBEEMAFITHGAL, 7>, Al [ZL> TEUTZHT- /AL RED B IO T-D I @A
W57, BEFOBLENED RIE LA RDT-, BN F2, YA THLHEHEISID
= Al 7TV — ar ORME T EZRDT-T,

3 ERMIBEESS, RONFIEREORIEE (2020 4210 H 1 AKX ON2 H) —iks#%, EUCO 13/20, 2020, p. 6.
4 NTAE, PEZEATR Y N OBRERATO MER LRI OMA 2 BT 2RMNFES D 202045 10 A
20 ADOWRGENKL OBRINZ B~DE)E, 2020/2012(INL).
5 ERMIBEES, RONEIEEA0AE (2017 4210 H 19 B) —75#%, EUCO 14/17, 2017, p. 8.
¢ ERMNES OB, NTHEE b) A THEEC B DSV 2 B4 2k — £/ 6177/19,
2019.
T ERMBESE, RONEEFAORHIEE (2020 4210 A 1 A& ON2 H) — k%, EUCO 13/20, 2020
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In 2017, the European Council called for a ‘sense of urgency to address emerging trends’ including “issues
such as artificial intelligence ..., while at the same time ensuring a high level of data protection, digital
rights and ethical standards’®. In its 2019 Conclusions on the Coordinated Plan on the development and
use of artificial intelligence Made in Europe 8, the Council further highlighted the importance of ensuring
that European citizens’ rights are fully respected and called for a review of the existing relevant legislation
to make it fit for purpose for the new opportunities and challenges raised by Al. The European Council
has also called for a clear determination of the Al applications that should be considered high-risk 7.

2020 47 10 H 21 A SO OHEE, —ED Al VAT LOAREIE, 1, AT A,
—TEFREED TR ATREM S OSR 0 HINZ B R IRD RN 5728, Al T AT LD HAK
HIZSHER LD B MR 9528, ZLC IES EOBREDII T2 R THZEEHITRD
728,

The most recent Conclusions from 21 October 2020 further called for addressing the opacity, complexity,
bias, a certain degree of unpredictability and partially autonomous behaviour of certain Al systems, to
ensure their compatibility with fundamental rights and to facilitate the enforcement of legal rules .

M= F72, Al OGP A REOHEFITHER LT, 2020 4= 10 H, BMGESIE, e,

BTN O EHEL L BR D0 DA &, Al EREET DO IEA TR LT, 2021 4F,

ZIHDOPEE RN T, FIFTHITDH Al IZBET D8R, WS, B, b ORISR
IZBITD Al (B DU Thoil=, NTHRE, PEEF TRy b OBSEEA O (Al
OFAAIZEET 25 EP PRI, FRZ, RINEERITHIL, Al ORI T 7= ThHE S
I, i EOJFRIOREE MR T D20 THH O TAERET DI LA EIEL QD, 20
R, Al, FEEER ARy N OBREEAROBRSS, BE X OFIHO7-O Ol Lo AR
R A HEIDT- D DSTHERO TEEED TVs, TFEU DO 225 S HESERNEESIC L
TEIRESN-5IZEAL, von der Leyen #RICE~C, #ADiBOTE O H-CI T - BIEHY

8 WRIGEAOHEES, #EERSE— A TIREL T VOV D UM 1T DA R DB,
11481/20, 2020.
O NTHIGE, FEEM R N OBREEA O fE EImEOFHAZBEH5 2020 45 10 A 20 HORK
JNFEAUGE, 2020/2012(INL) .
0 NTHREIZ RS2 R R(THIEE I B35 2020 4 10 A 20 HOMIMEESGE, 2020/2014(INL) .
LN TENBEHANBR R T BT 92 Fni M PEAEIZBE 3% 2020 4 10 H 20 H ORRMNGES G,
2020/2015(INI).
2 ERMGES A EE, FIEEICRIT D A TARE ONEE N OIS DIEBHEA L o2 O F
FH, 2020/2016(INI) .
B ERNESIEES, HE, UK ORI 31T 5 AN TEIRE, 2020/2017(INI). Z UL,
WINZERIE, HHHEIZBTS Al &7 —2OFFIZBT A e EOERIRSORTEE RELC, 7
HVEETTENR A 2021-2027 : 7 2 2 VIR RO ZE K OSFIHO it — Z B 2xi%n COM (2020) 624
final ZE4RL7=,
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TORIRITIE N, ZODFRZAE, FEE, fTelE R O BAOSTEES ) AR A A 2 mA B EL
T, BROINGEED _ROPG#EEZEIZ AN QD

The European Parliament has also undertaken a considerable amount of work in the area of Al In October
2020, it adopted a number of resolutions related to Al, including on ethics °, liability 1 and copyright ™. In
2021, those were followed by resolutions on Al in criminal matters 12 and in education, culture and the
audio-visual sector 3. The EP Resolution on a Framework of Ethical Aspects of Artificial Intelligence,
Robotics and Related Technologies specifically recommends to the Commission to propose legislative
action to harness the opportunities and benefits of Al, but also to ensure protection of ethical principles.
The resolution includes a text of the legislative proposal for a regulation on ethical principles for the
development, deployment and use of Al, robotics and related technologies. In accordance with the
political commitment made by President von der Leyen in her Political Guidelines as regards resolutions
adopted by the European Parliament under Article 225 TFEU, this proposal takes into account the
aforementioned resolution of the European Parliament in full respect of proportionality, subsidiarity and
better law making principles.

Z OB SREHL T, BONEERIE, LLFO@ERRSEL D, AN THRRIZET 25 -
DOFAADYEEEE T 5!
< ERINEASOTSICED M, SIS Al AT LN, ZETHY, 7o, AR

F R OWRINEA OFIRN 2 B DB F O B D LA il T DL
Al ~DOEEE J O A R DI OIS e e 52 8
FARB MR LY Al S AT MNiEH ATRER R 22 B Z BE T2 M OREfFOIEE
DG TEAERT DL
WETHY, ZETHY, o, (GEEOHS Al 77 V/r—ar OO0
FEERDTTHIE, KO, TGO R bERiIET 528,

Against this political context, the Commission puts forward the proposed regulatory framework on
Artificial Intelligence with the following specific objectives:
ensure that Al systems placed on the Union market and used are safe and respect existing law
on fundamental rights and Union values;
ensure legal certainty to facilitate investment and innovation in All;
enhance governance and effective enforcement of existing law on fundamental rights and
safety requirements applicable to Al systems;
facilitate the development of a single market for lawful, safe and trustworthy Al applications
and prevent market fragmentation.
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To achieve those objectives, this proposal presents a balanced and proportionate horizontal regulatory
approach to Al that is limited to the minimum necessary requirements to address the risks and problems
linked to Al, without unduly constraining or hindering technological development or otherwise
disproportionately increasing the cost of placing Al solutions on the market. The proposal sets a robust
and flexible legal framework. On the one hand, it is comprehensive and future-proof in its fundamental
regulatory choices, including the principle-based requirements that Al systems should comply with. On
the other hand, it puts in place a proportionate regulatory system centred on a well-defined risk-based
regulatory approach that does not create unnecessary restrictions to trade, whereby legal intervention is
tailored to those concrete situations where there is a justified cause for concern or where such concern can
reasonably be anticipated in the near future. At the same time, the legal framework includes flexible
mechanisms that enable it to be dynamically adapted as the technology evolves and new concerning
situations emerge.
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The proposal sets harmonised rules for the development, placement on the market and use of Al systems
in the Union following a proportionate risk-based approach. It proposes a single future-proof definition of
All. Certain particularly harmful Al practices are prohibited as contravening Union values, while specific

restrictions and safeguards are proposed in relation to certain uses of remote biometric identification
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systems for the purpose of law enforcement. The proposal lays down a solid risk methodology to define
“high-risk’ Al systems that pose significant risks to the health and safety or fundamental rights of persons.
Those Al systems will have to comply with a set of horizontal mandatory requirements for trustworthy
Al and follow conformity assessment procedures before those systems can be placed on the Union market.
Predictable, proportionate and clear obligations are also placed on providers and users of those systems to
ensure safety and respect of existing legislation protecting fundamental rights throughout the whole Al
systems’ lifecycle. For some specific Al systems, only minimum transparency obligations are proposed,
in particular when chatbots or ‘deep fakes’ are used.
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The proposed rules will be enforced through a governance system at Member States level, building on
already existing structures, and a cooperation mechanism at Union level with the establishment of a
European Artificial Intelligence Board. Additional measures are also proposed to support innovation, in
particular through Al regulatory sandboxes and other measures to reduce the regulatory burden and to
support Small and Medium-Sized Enterprises (‘SMESs’) and start-ups.

1.2 BERABOBEFOESAHEHED—EH

Consistency with existing policy provisions in the policy area
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The horizontal nature of the proposal requires full consistency with existing Union legislation applicable
to sectors where high-risk Al systems are already used or likely to be used in the near future.

—EMET, EU EAMEERLOR], WONS, T — 2155, EETHE, IR = H—0D
AR B DR A DEEAED —IRAFEE DI B THERSND, R, — kT —H %
FERIRI (HRNEV) 2016/679) K OVEE THET (FE(BV) 2016/680) A 141197, 22>, —EDEYA
7 Al VAT LOR%EE, B ROFIRICE R rlse2 At e DBy N EDUE—h
AR AT LORIRIC L > THlisesid, BIZ, $BRIT, b, Bk, YAZEH, X
LR ORI L DEAUC BRI 2B Ali7E T2 Al S AT LOBIREDT-DIZZED Al AT I
DETATYH AN EEBE CTRHIHSNA T — 22y MOBGH K OB EDOBHRIZIWN T, 713
A NZEDZERNDVAY % f/ M T D LB AN ETDRBIO T I~ T, RN BT DR T
348



e GRS 6 555 (2021411 A)
DRRINHEEEEARTEL TND, TREAE, BINEEDBFEDOMAZ T 720,

Consistency is also ensured with the EU Charter of Fundamental Rights and the existing secondary Union
legislation on data protection, consumer protection, non-discrimination and gender equality. The proposal
is without prejudice and complements the General Data Protection Regulation (Regulation (EU)
2016/679) and the Law Enforcement Directive (Directive (EU) 2016/680) with a set of harmonised rules
applicable to the design, development and use of certain high-risk Al systems and restrictions on certain
uses of remote biometric identification systems. Furthermore, the proposal complements existing Union
law on non-discrimination with specific requirements that aim to minimise the risk of algorithmic
discrimination, in particular in relation to the design and the quality of data sets used for the development
of Al systems complemented with obligations for testing, risk management, documentation and human
oversight throughout the Al systems’ lifecycle. The proposal is without prejudice to the application of
Union competition law.
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As regards high-risk Al systems which are safety components of products, this proposal will be integrated
into the existing sectoral safety legislation to ensure consistency, avoid duplications and minimise
additional burdens. In particular, as regards high-risk Al systems related to products covered by the New
Legislative Framework (NLF) legislation (e.g. machinery, medical devices, toys), the requirements for Al
systems set out in this proposal will be checked as part of the existing conformity assessment procedures
under the relevant NLF legislation. With regard to the interplay of requirements, while the safety risks
specific to Al systems are meant to be covered by the requirements of this proposal, NLF legislation aims
at ensuring the overall safety of the final product and therefore may contain specific requirements
regarding the safe integration of an Al system into the final product. The proposal for a Machinery
Regulation, which is adopted on the same day as this proposal fully reflects this approach. As regards

high-risk Al systems related to products covered by relevant Old Approach legislation (e.g. aviation, cars),
349



e GRS 6 555 (2021411 A)

this proposal would not directly apply. However, the ex-ante essential requirements for high-risk Al
systems set out in this proposal will have to be taken into account when adopting relevant implementing
or delegated legislation under those acts.
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As regards Al systems provided or used by regulated credit institutions, the authorities responsible for the
supervision of the Union’s financial services legislation should be designated as competent authorities for
supervising the requirements in this proposal to ensure a coherent enforcement of the obligations under
this proposal and the Union’s financial services legislation where Al systems are to some extent implicitly
regulated in relation to the internal governance system of credit institutions. To further enhance consistency,
the conformity assessment procedure and some of the providers’ procedural obligations under this
proposal are integrated into the procedures under Directive 2013/36/EU on access to the activity of credit
institutions and the prudential supervision 4.
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This proposal is also consistent with the applicable Union legislation on services, including on
intermediary services regulated by the e-Commerce Directive 2000/31/EC*® and the Commission’s recent
proposal for the Digital Services Act (DSA) 6.
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In relation to Al systems that are components of large-scale IT systems in the Area of Freedom, Security
and Justice managed by the European Union Agency for the Operational Management of Large-Scale IT
Systems (eu-LISA), the proposal will not apply to those Al systems that have been placed on the market
or put into service before one year has elapsed from the date of application of this Regulation, unless the
replacement or amendment of those legal acts leads to a significant change in the design or intended
purpose of the Al system or Al systems concerned.

1.3. BXMES DD BERED—EHE

Consistency with other Union policies
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The proposal is part of a wider comprehensive package of measures that address problems posed by the
development and use of Al, as examined in the White Paper on Al. Consistency and complementarity is
therefore ensured with other ongoing or planned initiatives of the Commission that also aim to address
those problems, including the revision of sectoral product legislation (e.g. the Machinery Directive, the
General Product Safety Directive) and initiatives that address liability issues related to new technologies,
including Al systems. Those initiatives will build on and complement this proposal in order to bring legal
clarity and foster the development of an ecosystem of trust in Al in Europe.
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The proposal is also coherent with the Commission’s overall digital strategy in its contribution to
promoting technology that works for people, one of the three main pillars of the policy orientation and
objectives announced in the Communication ‘Shaping Europe's digital future® . It lays down a coherent,
effective and proportionate framework to ensure Al is developed in ways that respect people’s rights and

earn their trust, making Europe fit for the digital age and turning the next ten years into the Digital Decade
18
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Furthermore, the promotion of Al-driven innovation is closely linked to the Data Governance Act *°, the
Open Data Directive 2 and other initiatives under the EU strategy for data 2, which will establish trusted
mechanisms and services for the re-use, sharing and pooling of data that are essential for the development
of data-driven Al models of high quality.
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The proposal also strengthens significantly the Union’s role to help shape global norms and standards and
promote trustworthy Al that is consistent with Union values and interests. It provides the Union with a
powerful basis to engage further with its external partners, including third countries, and at international
fora on issues relating to Al

2. FEAMRRL FSEER UG
Legal Basis, Subsidiarity and Proportionality

2.1 SRRGARHL

Legal Basis
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The legal basis for the proposal is in the first place Article 114 of the Treaty on the Functioning of the
European Union (TFEU), which provides for the adoption of measures to ensure the establishment and
functioning of the internal market.
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This proposal constitutes a core part of the EU digital single market strategy. The primary objective of this
proposal is to ensure the proper functioning of the internal market by setting harmonised rules in particular
on the development, placing on the Union market and the use of products and services making use of Al
technologies or provided as stand-alone Al systems. Some Member States are already considering
national rules to ensure that Al is safe and is developed and used in compliance with fundamental rights
obligations. This will likely lead to two main problems: i) a fragmentation of the internal market on
essential elements regarding in particular the requirements for the Al products and services, their
marketing, their use, the liability and the supervision by public authorities, and ii) the substantial
diminishment of legal certainty for both providers and users of Al systems on how existing and new rules
will apply to those systems in the Union. Given the wide circulation of products and services across
borders, these two problems can be best solved through EU harmonizing legislation.
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Indeed, the proposal defines common mandatory requirements applicable to the design and development
of certain Al systems before they are placed on the market that will be further operationalised through

harmonised technical standards. The proposal also addresses the situation after Al systems have been
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placed on the market by harmonising the way in which ex-post controls are conducted.
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In addition, considering that this proposal contains certain specific rules on the protection of individuals
with regard to the processing of personal data, notably restrictions of the use of Al systems for ‘real-time’
remote biometric identification in publicly accessible spaces for the purpose of law enforcement, it is
appropriate to base this regulation, in as far as those specific rules are concerned, on Article 16 of the
TFEU.
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Subsidiarity (for non-exclusive competence)
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The nature of Al, which often relies on large and varied datasets and which may be embedded in any
product or service circulating freely within the internal market, entails that the objectives of this proposal
cannot be effectively achieved by Member States alone. Furthermore, an emerging patchwork of
potentially divergent national rules will hamper the seamless circulation of products and services related
to Al systems across the EU and will be ineffective in ensuring the safety and protection of fundamental
rights and Union values across the different Member States. National approaches in addressing the
problems will only create additional legal uncertainty and barriers, and will slow market uptake of Al.
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The objectives of this proposal can be better achieved at Union level to avoid a further fragmentation of
the Single Market into potentially contradictory national frameworks preventing the free circulation of
goods and services embedding Al. A solid European regulatory framework for trustworthy Al will also
ensure a level playing field and protect all people, while strengthening Europe’s competitiveness and
industrial basis in Al. Only common action at Union level can also protect the Union’s digital sovereignty
and leverage its tools and regulatory powers to shape global rules and standards.

2.3 HepitE
Proportionality
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The proposal builds on existing legal frameworks and is proportionate and necessary to achieve its
objectives, since it follows a risk-based approach and imposes regulatory burdens only when an Al system
is likely to pose high risks to fundamental rights and safety. For other, non-high-risk Al systems, only very
limited transparency obligations are imposed, for example in terms of the provision of information to flag
the use of an Al system when interacting with humans. For high-risk Al systems, the requirements of high
quality data, documentation and traceability, transparency, human oversight, accuracy and robustness, are
strictly necessary to mitigate the risks to fundamental rights and safety posed by Al and that are not
covered by other existing legal frameworks. Harmonised standards and supporting guidance and
compliance tools will assist providers and users in complying with the requirements laid down by the
proposal and minimise their costs. The costs incurred by operators are proportionate to the objectives
achieved and the economic and reputational benefits that operators can expect from this proposal.

24 HEETEDER

Choice of the instrument
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The choice of a regulation as a legal instrument is justified by the need for a uniform application of the
new rules, such as definition of Al, the prohibition of certain harmful Al-enabled practices and the
classification of certain Al systems. The direct applicability of a Regulation, in accordance with Article
288 TFEU, will reduce legal fragmentation and facilitate the development of a single market for lawful,
safe and trustworthy Al systems. It will do so, in particular, by introducing a harmonised set of core
requirements with regard to Al systems classified as high-risk and obligations for providers and users of
those systems, improving the protection of fundamental rights and providing legal certainty for operators
and consumers alike.
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At the same time, the provisions of the regulation are not overly prescriptive and leave room for different
levels of Member State action for elements that do not undermine the objectives of the initiative, in
particular the internal organisation of the market surveillance system and the uptake of measures to foster
innovation.

3. LR, FIEBSRELDI VIV T—ar RURERHEDRER

Results of ex post Evaluations, Stakeholder consultations and Impact Assessments
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Stakeholder consultation
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This proposal is the result of extensive consultation with all major stakeholders, in which the general
principles and minimum standards for consultation of interested parties by the Commission were applied.

ANTHREIZES T2 AZEOTNTEIT, 202042 A 19 BIZA L TAL DT Va7 —
356



e GRS 6 555 (2021411 A)

2V BAkASIL, 2020 4F 6 H 14 HETRATONZ, 2Oz v — a0 BRNE, A
T RfREE R AEET DL o7, FDa P VT — a0, B, HOFHERE, B sk
JOFEERAR, V— /N —h—, BZE, FHNERE O RE D, AR OR
MRS REDH 5 TO)%IJifa'?JM%‘%xT%kU_O LT CORIZE A SHTLI %, R
INEERL, ZOREREFLE 4 DRIZEARMNZE SO Web Ak ETAFRLIZZ,

An online public consultation was launched on 19 February 2020 along with the publication of the White
Paper on Avrtificial Intelligence and ran until 14 June 2020. The objective of that consultation was to collect
views and opinions on the White Paper. It targeted all interested stakeholders from the public and private
sectors, including governments, local authorities, commercial and non-commercial organisations, social
partners, experts, academics and citizens. After analysing all the responses received, the Commission
published a summary outcome and the individual responses on its website .

BRELTC, 1215 D[REEZFEL, 2D 352 1%, SttFII3EMUA 23 bolalkE,
406 13, fELA (EU NOOfELNI :t 92%) NHDIERE, 15213, FAlkERE, R TR A 325
B 2T, T3 13, 1TEHER) SR CTihoT-, TEAEED I, 160 OREE (PRI, 9 @
THEFTA, 129 OIFBUFHEGE, KON, 22 OFEAE), [Z2ofth) LEEELTZ 72 DREF L
TRESNT, 352 DAEZEROPEERREOHD 222 1 ISR OEERFTHY, ZOHD
AL5% T~ A7 aeZE, IR ORI SE Ch o7, ORI, RS Th-o7, [
IBAARD TN OFEZEF N SHDEED 84%(1%, EU D 27 NENLDRIE TH -7, Hind
BERASIEICISUT, 81 A5 598 DEEAIE, H E!ananﬁ%%ﬁﬁu CERAZFTALR, BRTEEA~
DEVEATINT 25 7E (400 H) L OHAMORIEE (50 #) DFF 450 22 HE E) EU
Survey @ Web P M/ L CHREHIE U=,

In total, 1215 contributions were received, of which 352 were from companies or business
organisations/associations, 406 from individuals (92% individuals from EU), 152 on behalf of
academic/research institutions, and 73 from public authorities. Civil society’s voices were represented by
160 respondents (among which 9 consumers’ organisations, 129 non-governmental organisations and 22
trade unions), 72 respondents contributed as ‘others’. Of the 352 business and industry representatives,
222 were companies and business representatives, 41.5% of which were micro, small and medium-sized
enterprises. The rest were business associations. Overall, 84% of business and industry replies came from
the EU-27. Depending on the question, between 81 and 598 of the respondents used the free text option
to insert comments. Over 450 position papers were submitted through the EU Survey website, either in
addition to questionnaire answers (over 400) or as stand-alone contributions (over 50).

RELTC, FIEBHREORIZINT, 1TEIO MM 2 — 7R R EAMFEEL T2, FlIE
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LTS, LLehh, BEOFIFERIRE T, BONEBERITHL, B, 2855058 % Ok
BURIZSRE T H N E THHLEEL TVD, BAHITPSIEE FBIR Y A S S O B A SR
LD RN DT,

Overall, there is a general agreement amongst stakeholders on a need for action. A large majority of
stakeholders agree that legislative gaps exist or that new legislation is needed. However, several
stakeholders warn the Commission to avoid duplication, conflicting obligations and overregulation. There
were many comments underlining the importance of a technology neutral and proportionate regulatory
framework.

FIEBMRE L, Z<DEE, IREHIT, e OREMIZY Al OEFAZ IR, FIERRE L,
Al EVO HEEZIARE(LLT= BT, TUR7 ), [iEUA7 |, MKV AR |, T)e—MEREEER) KON
G | 2T DN EE CTHAZ L IHTHLT,

Stakeholders mostly requested a narrow, clear and precise definition for Al. Stakeholders also highlighted
that besides the clarification of the term of Al, it is important to define ‘risk’, ‘high-risk’, ‘low-risk’,
‘remote biometric identification’ and ‘harm’.

[FIEE ORNAL, VAT SX—2DT 7 a—F IR T ER Th b, YAT_X—ADPE A% H
WAZEIL, &TD Al VAT AOEFER B L0 BV SIS Sz, YAZ ROV
DEATE, TSR RO T 7 o —F & e T _RETH D, VAZL iz, MR K OVZ2 4
(R 2R BRI NN GHRENARETHD,

Most of the respondents are explicitly in favour of the risk-based approach. Using a risk-based framework
was considered a better option than blanket regulation of all Al systems. The types of risks and threats
should be based on a sector-by-sector and case-by-case approach. Risks also should be calculated taking
into account the impact on rights and safety.

EEV U RR AL, Al DIEEDT-DIZIEFIHE RSO THUISHL, Fi-, —EDOFER%
B, BB DO AZ T T,

Regulatory sandboxes could be very useful for the promotion of Al and are welcomed by certain
stakeholders, especially the Business Associations.

HETOET ML CTEORB RERUT-FIERHRE DOHFC, 50%HBOHE, FHIFEEWE
SOFE, VAZOHERTA CEHIE Y AY Al VAT AR AE S TE O S DT ER
L7~

Among those who formulated their opinion on the enforcement models, more than 50%, especially from
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the business associations, were in favour of a combination of an ex-ante risk self-assessment and an ex-
post enforcement for high-risk Al systems.

3.2 BEMAGERDINELFIA

Collection and use of expertise

PERIT, 2 AFDSHT, ZUC, SR, B3, V— b 3—h—, FEEUFRG, ARlE K
UhREED, FIERREORELRSINE L L QD HERIEES, AN THREIZES T 28N
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B O AL D AlLIZRET DAL~ YLEIFRZ7 L —7 (HLEG) Z7%iE L, 2018 2B
TESHUTZ, 2019 4E 4 H, FINEESNT, BEHDHS Al D=0 HLEG iERfEE 212805
L7 2 BR IR RFLT-2, 2O AR T, FIERRED DO 500 &z HalEietzs
JEIZANATDITUGET ST, SR D EORFIANL, —EDOMMERSRHEOH LA L ~T
Al OBFE L OFIHEN N RETHHE), FRINONIMD 25500 RIEFREA & OVAR R Z
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Z R TS, N THEIREDSHEMEIZ B9 25 M) AR (ALTAD 213, 350 % Hix Dk FEEHE
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The proposal builds on two years of analysis and close involvement of stakeholders, including academics,
businesses, social partners, non-governmental organisations, Member States and citizens. The preparatory
work started in 2018 with the setting up of a High-Level Expert Group on Al (HLEG) which had an
inclusive and broad composition of 52 well-known experts tasked to advise the Commission on the
implementation of the Commission’s Strategy on Artificial Intelligence. In April 2019, the Commission
supported % the key requirements set out in the HLEG ethics guidelines for Trustworthy Al %, which had
been revised to take into account more than 500 submissions from stakeholders. The key requirements
reflect a widespread and common approach, as evidenced by a plethora of ethical codes and principles
developed by many private and public organisations in Europe and beyond, that Al development and use
should be guided by certain essential value-oriented principles. The Assessment List for Trustworthy
Atrtificial Intelligence (ALTAI) %> made those requirements operational in a piloting process with over 350
organisations.

AT, FIRD Al FERITSHELT Al OFF ER OSB3 ik 3578 D) 4000 D
FIERRE DT ODT T T 3 —LE LT, Al TIAT L ARSI,

B BMNZEER, AHHLO NTHBE~OIFHHOHEEE, COM(2019) 168.
2 HLEG, {EfftD®S Al DT OfiELERFEE, 2019.
% HLEG, HCRHID7=bOfEHEEDH D N THREZ IS 27HE AR (ALTAL, 2020.
% Al TIAT AT, 2018 4 6 AICBRS-ZARIRIERRE D7 4+—F LT,
Al Alliance https://ec.europa.eu/digital-single-market/en/european-ai-alliance
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In addition, the Al Alliance % was formed as a platform for approximately 4000 stakeholders to debate
the technological and societal implications of Al, culminating in a yearly Al Assembly.

Al IZBET 2 E#1T, 450 R DiBNNRY R RS2 Ew, 1250 iz HFERRED OO
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b, SOINREF L IES IV,

The White Paper on Al further developed this inclusive approach, inciting comments from more than
1250 stakeholders, including over 450 additional position papers. As a result, the Commission
published an Inception Impact Assessment, which in turn attracted more than 130 comments 2.
Additional stakeholder workshops and events were also organised the results of which support the
analysis in the impact assessment and the policy choices made in this proposal %. An external study
was also procured to feed into the impact assessment.

3.3 BB

Impact assessment

[ 10 B OBATTEHIIB- T, BINEZERIL, MINEZEESOETRELZBERICL->TE
RSB ZDIERD - DSl L 7=, D HREZEROEETE, 2020 412 A 16 H
(ZBRfES I, BB RLE72 o7, ZOE RIS T 5720 O BTl EDO KRER UG T T
A, ESHEOFEDOHIARZRE T, IEBHRAZ AT, 2021 42 3 A 21 HITHEmOERAR
Ulc, IERHREZBESOER, 5K NRZEBENE D IDNIE X To)OiE L, FESHE
FEORIE LIRS TN,

In line with its “Better Regulation” policy, the Commission conducted an impact assessment for this
proposal examined by the Commission's Regulatory Scrutiny Board. A meeting with the Regulatory
Scrutiny Board was held on 16 December 2020, which was followed by a negative opinion. After
substantial revision of the impact assessment to address the comments and a resubmission of the impact
assessment, the Regulatory Scrutiny Board issued a positive opinion on 21 March 2021. The opinions of
the Regulatory Scrutiny Board, the recommendations and an explanation of how they have been taken
into account are presented in Annex 1 of the impact assessment.

2 BRINEE LS, NLEIREDT=3D D ELRFIA E D DRNiE s K O BRSO TADIREDT DD
PRARRES T
B FisH I ETOAANT = a OFEROFEHMIFEL T, RARHIEORI 2 22,
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The Commission examined different policy options to achieve the general objective of the proposal,
which is to ensure the proper functioning of the single market by creating the conditions for the
development and use of trustworthy Al in the Union.

/aE/\ ZEDIAD 4 DD BT DB I T HEOR_EO S STz :
B LATEOT VTS EH 5D EU OJEASCE;
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Four pollcy options of different degrees of regulatory intervention were assessed:
Option 1: EU legislative instrument setting up a voluntary labelling scheme;
Option 2: a sectoral, “ad-hoc” approach;
Option 3: Horizontal EU legislative instrument following a proportionate risk-based approach;
Option 3+: Horizontal EU legislative instrument following a proportionate risk-based approach
+ codes of conduct for non-high-risk Al systems;
Option 4: Horizontal EU legislative instrument establishing mandatory requirements for all Al
systems, irrespective of the risk they pose.

KRN ZE B ORI SIVZ FRIZHE N, BN MR Sx 2B TR EARD, AR Y
FESH BN T HRD LT, (4 OBOR_EOBRIEDSFHIiS Lz, TR D8I 3+, 972
Db, FERUAZ Al VAT LOETORMEIZBEL T TEVERINC LA Z L2 FTREEL, mUAZ Al
VAT LD TDHIES LORBSHATHD, BT, 7 —4, SCEALEON-—HEY T, 1§
MOTEHEEIAM:, AN LD AR N OB AL IEHEEL 720, U A7 Al AT ANZBAL TR
ITHIRL D L0185, BID Al S AT ADT- OO TEMERIAE A+ D30T, (FRIcZ DI
LS5,

According to the Commission's established methodology, each policy option was evaluated against
economic and societal impacts, with a particular focus on impacts on fundamental rights. The preferred
option is option 3+, a regulatory framework for high-risk Al systems only, with the possibility for all
providers of non-high-risk Al systems to follow a code of conduct. The requirements will concern data,

documentation and traceability, provision of information and transparency, human oversight and
361



e GRS 6 555 (2021411 A)

robustness and accuracy and would be mandatory for high-risk Al systems. Companies that introduced
codes of conduct for other Al systems would do so voluntarily.

TSNS, Feb I D®H 5 HE CZORRED BT 5701 QO D EHIFRS L
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The preferred option was considered suitable to address in the most effective way the objectives of this
proposal. By requiring a restricted yet effective set of actions from Al developers and users, the preferred
option limits the risks of violation of fundamental rights and safety of people and foster effective
supervision and enforcement, by targeting the requirements only to systems where there is a high risk that
such violations could occur. As a result, that option keeps compliance costs to a minimum, thus avoiding
an unnecessary slowing of uptake due to higher prices and compliance costs. In order to address possible
disadvantages for SMEs, this option includes several provisions to support their compliance and reduce
their costs, including creation of regulatory sandboxes and obligation to consider SMEs interests when
setting fees related to conformity assessment.

IR T, A& D Al ~DIEEZPINSY, LB EMAIEEL, U C, MakEL,
izl i LS 8150 — i Toe L AT 0 DR E RS 70D, L@ MEREICED
FOEWEEORERLL T, I ZEMHIC > TIN OIS ATREL 720, ZLC, Al AT A
DEBEZ#Z ZBENOREENFAELZLRY, Al DT DTN 52 L1725, FRIN
HAN, 7 UL BAME IS T D L 267259 Al Hifiia A A A T2 i —e A L
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The preferred option will increase people’s trust in Al, companies will gain in legal certainty, and Member
States will see no reason to take unilateral action that could fragment the single market. As a result of
higher demand due to higher trust, more available offers due to legal certainty, and the absence of obstacles
to cross-border movement of Al systems, the single market for Al will likely flourish. The European
Union will continue to develop a fast-growing Al ecosystem of innovative services and products
embedding Al technology or stand-alone Al systems, resulting in increased digital autonomy.

RO ZZEF TR MR X T DAY Z/ AT D Al 77V —ar a5 -1
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Businesses or public authorities that develop or use Al applications that constitute a high risk for the safety
or fundamental rights of citizens would have to comply with specific requirements and obligations.
Compliance with these requirements would imply costs amounting to approximately EUR € 6000 to EUR
€ 7000 for the supply of an average high-risk Al system of around EUR € 170000 by 2025. For Al users,
there would also be the annual cost for the time spent on ensuring human oversight where this is
appropriate, depending on the use case. Those have been estimated at approximately EUR € 5000 to EUR
€ 8000 per year. Verification costs could amount to another EUR € 3000 to EUR € 7500 for suppliers of
high-risk Al. Businesses or public authorities that develop or use any Al applications not classified as high
risk would only have minimal obligations of information. However, they could choose to join others and
together adopt a code of conduct to follow suitable requirements, and to ensure that their Al systems are
trustworthy. In such a case, costs would be at most as high as for high-risk Al systems, but most probably
lower.
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The impacts of the policy options on different categories of stakeholders (economic operators/ business;
conformity assessment bodies, standardisation bodies and other public bodies; individuals/citizens;
researchers) are explained in detail in Annex 3 of the Impact assessment supporting this proposal.

34 EmESHELRIE

Regulatory fitness and simplification
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This proposal lays down obligation that will apply to providers and users of high-risk Al systems. For
providers who develop and place such systems on the Union market, it will create legal certainty and
ensure that no obstacle to the cross-border provision of Al-related services and products emerge. For
companies using Al, it will promote trust among their customers. For national public administrations, it
will promote public trust in the use of Al and strengthen enforcement mechanisms (by introducing a
European coordination mechanism, providing for appropriate capacities, and facilitating audits of the Al
systems with new requirements for documentation, traceability and transparency). Moreover, the
framework will envisage specific measures supporting innovation, including regulatory sandboxes and
specific measures supporting small-scale users and providers of high-risk Al systems to comply with the
new rules.
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The proposal also specifically aims at strengthening Europe’s competitiveness and industrial basis in Al
Full consistency is ensured with existing sectoral Union legislation applicable to Al systems (e.g. on
products and services) that will bring further clarity and simplify the enforcement of the new rules.

35 EARHIIAEF
Fundamental rights
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The use of Al with its specific characteristics (e.g. opacity, complexity, dependency on data, autonomous
behaviour) can adversely affect a number of fundamental rights enshrined in the EU Charter of
Fundamental Rights (‘the Charter’). This proposal seeks to ensure a high level of protection for those
fundamental rights and aims to address various sources of risks through a clearly defined risk-based
approach. With a set of requirements for trustworthy Al and proportionate obligations on all value chain
participants, the proposal will enhance and promote the protection of the rights protected by the Charter:
the right to human dignity (Article 1), respect for private life and protection of personal data (Articles 7
and 8), non-discrimination (Article 21) and equality between women and men (Article 23). It aims to
prevent a chilling effect on the rights to freedom of expression (Article 11) and freedom of assembly
(Article 12), to ensure protection of the right to an effective remedy and to a fair trial, the rights of defence
and the presumption of innocence (Articles 47 and 48), as well as the general principle of good
administration. Furthermore, as applicable in certain domains, the proposal will positively affect the rights
of a number of special groups, such as the workers’ rights to fair and just working conditions (Article 31),
a high level of consumer protection (Avrticle 28), the rights of the child (Article 24) and the integration of
persons with disabilities (Article 26). The right to a high level of environmental protection and the
improvement of the quality of the environment (Article 37) is also relevant, including in relation to the
health and safety of people. The obligations for ex ante testing, risk management and human oversight
will also facilitate the respect of other fundamental rights by minimising the risk of erroneous or biased
Al-assisted decisions in critical areas such as education and training, employment, important services, law
enforcement and the judiciary. In case infringements of fundamental rights still happen, effective redress
for affected persons will be made possible by ensuring transparency and traceability of the Al systems
coupled with strong ex post controls.

CORRRIT, R, L, WEHATRE KL O DD IR AEROLRFED SO 72 ALORIEE L

ST DI OB FA AR D720 (TEEH DA, mUA7 Al HtsBssh, FIH

SNDEE, EEEEETHE G 16 20 WONCEM A ORZEO B (55 13 50126455

ODDOHIBREFREL D, ZHHOHIBRIE, HFIRYbDTHY, 23, L4 FOERIZIAT K
365



e GRS 6 555 (2021411 A)

UEAR MR DARE DR LB IE S OFEFN S D730 S MR B e b DIZIRES LD,

This proposal imposes some restrictions on the freedom to conduct business (Article 16) and the freedom
of art and science (Article 13) to ensure compliance with overriding reasons of public interest such as
health, safety, consumer protection and the protection of other fundamental rights (‘responsible
innovation’) when high-risk Al technology is developed and used. Those restrictions are proportionate
and limited to the minimum necessary to prevent and mitigate serious safety risks and likely infringements
of fundamental rights.
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The increased transparency obligations will also not disproportionately affect the right to protection of
intellectual property (Article 17(2)), since they will be limited only to the minimum necessary
information for individuals to exercise their right to an effective remedy and to the necessary
transparency towards supervision and enforcement authorities, in line with their mandates. Any
disclosure of information will be carried out in compliance with relevant legislation in the field,
including Directive 2016/943 on the protection of undisclosed know-how and business information
(trade secrets) against their unlawful acquisition, use and disclosure. When public authorities and
notified bodies need to be given access to confidential information or source code to examine
compliance with substantial obligations, they are placed under binding confidentiality obligations.

4. FTHEDRE
Budgetary Implications
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Member States will have to designate supervisory authorities in charge of implementing the legislative
requirements. Their supervisory function could build on existing arrangements, for example regarding
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conformity assessment bodies or market surveillance, but would require sufficient technological expertise
and human and financial resources. Depending on the pre-existing structure in each Member State, this
could amount to 1 to 25 Full Time Equivalents per Member State.

EENDEOM HAVAER T, ZOREELRL2D [MBRAEE O TS h D,

A detailed overview of the costs involved is provided in the ‘financial statement’ linked to this proposal.

5. TOMDER
Other Elements
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Implementation plans and monitoring, evaluation and reporting arrangements
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Providing for a robust monitoring and evaluation mechanism is crucial to ensure that the proposal will be
effective in achieving its specific objectives. The Commission will be in charge of monitoring the effects
of the proposal. It will establish a system for registering stand-alone high-risk Al applications in a public
EU-wide database. This registration will also enable competent authorities, users and other interested
people to verify if the high-risk Al system complies with the requirements laid down in the proposal and
to exercise enhanced oversight over those Al systems posing high risks to fundamental rights. To feed this
database, Al providers will be obliged to provide meaningful information about their systems and the
conformity assessment carried out on those systems.
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Moreover, Al providers will be obliged to inform national competent authorities about serious incidents
or malfunctioning that constitute a breach of fundamental rights obligations as soon as they become aware
of them, as well as any recalls or withdrawals of Al systems from the market. National competent
authorities will then investigate the incidents/or malfunctioning, collect all the necessary information and
regularly transmit it to the Commission with adequate metadata. The Commission will complement this
information on the incidents by a comprehensive analysis of the overall market for Al.
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The Commission will publish a report evaluating and reviewing the proposed Al framework five years
following the date on which it becomes applicable.

5.2. 1REDOERISIED FHlEREH

Detailed explanation of the specific provisions of the proposal

5.2.1. F/HFEPER ONEZE () #)
Scope and Definitions (Title I)
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Title | defines the subject matter of the regulation and the scope of application of the new rules that cover
the placing on the market, putting into service and use of Al systems. It also sets out the definitions used
throughout the instrument. The definition of Al system in the legal framework aims to be as technology
neutral and future proof as possible, taking into account the fast technological and market developments
related to Al In order to provide the needed legal certainty, Title I is complemented by Annex I, which
contains a detailed list of approaches and techniques for the development of Al to be adapted by the
Commission in line with new technological developments. Key participants across the Al value chain are
also clearly defined such as providers and users of Al systems that cover both public and private operators

to ensure a level playing field.
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522 ZEILSH BN THIFEFERS (F W #)
Prohibited Avrtificial Intelligence Practices (Title 11)
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Title 11 establishes a list of prohibited Al. The regulation follows a risk-based approach, differentiating
between uses of Al that create (i) an unacceptable risk, (ii) a high risk, and (jii) low or minimal risk. The
list of prohibited practices in Title 11 comprises all those Al systems whose use is considered unacceptable
as contravening Union values, for instance by violating fundamental rights. The prohibitions covers
practices that have a significant potential to manipulate persons through subliminal techniques beyond
their consciousness or exploit vulnerabilities of specific vulnerable groups such as children or persons with
disabilities in order to materially distort their behaviour in a manner that is likely to cause them or another
person psychological or physical harm. Other manipulative or exploitative practices affecting adults that
might be facilitated by Al systems could be covered by the existing data protection, consumer protection
and digital service legislation that guarantee that natural persons are properly informed and have free
choice not to be subject to profiling or other practices that might affect their behaviour. The proposal also
prohibits Al-based social scoring for general purposes done by public authorities. Finally, the use of ‘real
time’ remote biometric identification systems in publicly accessible spaces for the purpose of law
enforcement is also prohibited unless certain limited exceptions apply.

52.3. EUXZAl 2274 N #)
High-Risk Al Systems (Title 111)
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Title 111 contains specific rules for Al systems that create a high risk to the health and safety or fundamental
rights of natural persons. In line with a risk-based approach, those high-risk Al systems are permitted on
the European market subject to compliance with certain mandatory requirements and an ex-ante
conformity assessment. The classification of an Al system as high-risk is based on the intended purpose
of the Al system, in line with existing product safety legislation. Therefore, the classification as high-risk
does not only depend on the function performed by the Al system, but also on the specific purpose and
modalities for which that system is used.
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Chapter 1 of Title 111 sets the classification rules and identifies two main categories of high-risk Al systems:
Al systems intended to be used as safety component of products that are subject to third party
ex-ante conformity assessment;
other stand-alone Al systems with mainly fundamental rights implications that are explicitly
listed in Annex 111.
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This list of high-risk Al systems in Annex 111 contains a limited number of Al systems whose risks have
already materialised or are likely to materialise in the near future. To ensure that the regulation can be
adjusted to emerging uses and applications of Al, the Commission may expand the list of high-risk Al
systems used within certain pre-defined areas, by applying a set of criteria and risk assessment
methodology.
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Chapter 2 sets out the legal requirements for high-risk Al systems in relation to data and data governance,
documentation and recording keeping, transparency and provision of information to users, human
oversight, robustness, accuracy and security. The proposed minimum requirements are already state-of-
the-art for many diligent operators and the result of two years of preparatory work, derived from the Ethics
Guidelines of the HLEG 2, piloted by more than 350 organisations ¥. They are also largely consistent
with other international recommendations and principles, which ensures that the proposed Al framework
is compatible with those adopted by the EU’s international trade partners. The precise technical solutions
to achieve compliance with those requirements may be provided by standards or by other technical
specifications or otherwise be developed in accordance with general engineering or scientific knowledge
atthe discretion of the provider of the Al system. This flexibility is particularly important, because itallows
providers of Al systems to choose the way to meet their requirements, taking into account the state-of-the-
art and technological and scientific progress in this field.
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Chapter 3 places a clear set of horizontal obligations on providers of high-risk Al systems. Proportionate
obligations are also placed on users and other participants across the Al value chain (e.g., importers,
distributors, authorized representatives).
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Chapter 4 sets the framework for notified bodies to be involved as independent third parties in conformity
assessment procedures, while Chapter 5 explains in detail the conformity assessment procedures to be
followed for each type of high-risk Al system. The conformity assessment approach aims to minimise the
burden for economic operators as well as for notified bodies, whose capacity needs to be progressively
ramped up over time. Al systems intended to be used as safety components of products that are regulated
under the New Legislative Framework legislation (e.g. machinery, toys, medical devices, etc.) will be
subject to the same ex-ante and ex-post compliance and enforcement mechanisms of the products of
which they are a component. The key difference is that the ex-ante and ex-post mechanisms will ensure
compliance not only with the requirements established by sectorial legislation, but also with the
requirements established by this regulation.
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As regards stand-alone high-risk Al systems that are referred to in Annex Ill, a new compliance and
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enforcement system will be established. This follows the model of the New Legislative Framework
legislation implemented through internal control checks by the providers with the exception of remote
biometric identification systems that would be subject to third party conformity assessment. A
comprehensive ex-ante conformity assessment through internal checks, combined with a strong ex-post
enforcement, could be an effective and reasonable solution for those systems, given the early phase of the
regulatory intervention and the fact the Al sector is very innovative and expertise for auditing is only now
being accumulated. An assessment through internal checks for ‘stand-alone” high-risk Al systems would
require a full, effective and properly documented ex ante compliance with all requirements of the
regulation and compliance with robust quality and risk management systems and post-market monitoring.
After the provider has performed the relevant conformity assessment, it should register those stand-alone
high-risk Al systems in an EU database that will be managed by the Commission to increase public
transparency and oversight and strengthen ex post supervision by competent authorities. By contrast, for
reasons of consistency with the existing product safety legislation, the conformity assessments of Al
systems that are safety components of products will follow a system with third party conformity
assessment procedures already established under the relevant sectoral product safety legislation. New ex
ante re-assessments of the conformity will be needed in case of substantial modifications to the Al systems
(and notably changes which go beyond what is pre-determined by the provider in its technical
documentation and checked at the moment of the ex-ante conformity assessment).

5.24. —EDA X7 AT BB (BN )
Transparency Obligations for certain Al Systems (Title 1V)
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Title IV concerns certain Al systems to take account of the specific risks of manipulation they pose.
Transparency obligations will apply for systems that (i) interact with humans, (ii) are used to detect
emotions or determine association with (social) categories based on biometric data, or (iii) generate or
manipulate content (‘deep fakes’). When persons interact with an Al system or their emotions or

characteristics are recognised through automated means, people must be informed of that circumstance.
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Ifan Al system is used to generate or manipulate image, audio or video content that appreciably resembles
authentic content, there should be an obligation to disclose that the content is generated through automated
means, subject to exceptions for legitimate purposes (law enforcement, freedom of expression). This
allows persons to make informed choices or step back from a given situation.

5.25. B 7 S (BN 50
Measures in Support of Innovation (Title V)

5V T, SIS L R, FERIIEAHY, 230, IBELZHTT DEIE 1065300
I KDHT R BRIDTZDICE BT, 0 BRIDT-OIZ, 5 V 3L, BESHEROSHDE
PNEERENS, TEEY VRN 7 AERRE L, H0, #HlG, BB M OYEMEHED R D EAN R
Vet a B 5 = LA 5, Al TV RRy 7 AL, BESHEROH LR DI CAEL-
AR A S 3D IR E SR, B e Btz il 270 OF B - B a1
HI D, BV ;L SMES LOAZ—KT w7 Oifsr EOAHERE T 570 O E %G A TV
%

Title V contributes to the objective to create a legal framework that is innovation-friendly, future-proof
and resilient to disruption. To that end, it encourages national competent authorities to set up regulatory
sandboxes and sets a basic framework in terms of governance, supervision and liability. Al regulatory
sandboxes establish a controlled environment to test innovative technologies for a limited time on the basis
of a testing plan agreed with the competent authorities. Title V also contains measures to reduce the
regulatory burden on SMESs and start-ups.

5.2.6. #LIAR ONELE(FN #, FNN & BV
Governance and Implementation (Titles VI, VIl and V1)
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Title VI sets up the governance systems at Union and national level. At Union level, the proposal
establishes a European Atrtificial Intelligence Board (the ‘Board’), composed of representatives from the
Member States and the Commission. The Board will facilitate a smooth, effective and harmonised
implementation of this regulation by contributing to the effective cooperation of the national supervisory
authorities and the Commission and providing advice and expertise to the Commission. It will also collect

and share best practices among the Member States.
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At national level, Member States will have to designate one or more national competent authorities and,
among them, the national supervisory authority, for the purpose of supervising the application and
implementation of the regulation. The European Data Protection Supervisor will act as the competent
authority for the supervision of the Union institutions, agencies and bodies when they fall within the scope
of this regulation.
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Title VII aims to facilitate the monitoring work of the Commission and national authorities through the
establishment of an EU-wide database for stand-alone high-risk Al systems with mainly fundamental
rights implications. The database will be operated by the Commission and provided with data by the
providers of the Al systems, who will be required to register their systems before placing them on the
market or otherwise putting them into service.
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Title V11 sets out the monitoring and reporting obligations for providers of Al systems with regard to post-
market monitoring and reporting and investigating on Al-related incidents and malfunctioning. Market
surveillance authorities would also control the market and investigate compliance with the obligations and

requirements for all high-risk Al systems already placed on the market. Market surveillance authorities
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would have all powers under Regulation (EU) 2019/1020 on market surveillance. Ex-post enforcement
should ensure that once the Al system has been put on the market, public authorities have the powers and
resources to intervene in case Al systems generate unexpected risks, which warrant rapid action. They
will also monitor compliance of operators with their relevant obligations under the regulation. The
proposal does not foresee the automatic creation of any additional bodies or authorities at Member State
level. Member States may therefore appoint (and draw upon the expertise of) existing sectorial authorities,
who would be entrusted also with the powers to monitor and enforce the provisions of the regulation.
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Al this is without prejudice to the existing system and allocation of powers of ex-post enforcement of
obligations regarding fundamental rights in the Member States. When necessary for their mandate,
existing supervision and enforcement authorities will also have the power to request and access any
documentation maintained following this regulation and, where needed, request market surveillance
authorities to organise testing of the high-risk Al system through technical means.

5.2.7. 7TE)ER (X )
Codes of Conduct (Title IX)
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Title IX creates a framework for the creation of codes of conduct, which aim to encourage providers of
non-high-risk Al systems to apply voluntarily the mandatory requirements for high-risk Al systems (as
laid out in Title 111). Providers of non-high-risk Al systems may create and implement the codes of conduct
themselves. Those codes may also include voluntary commitments related, for example, to environmental
sustainability, accessibility for persons with disability, stakeholders’ participation in the design and
development of Al systems, and diversity of development teams.
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Final Provisions (Titles X, X1 and XII)
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Title X emphasizes the obligation of all parties to respect the confidentiality of information and data and
sets out rules for the exchange of information obtained during the implementation of the regulation. Title
X also includes measures to ensure the effective implementation of the regulation through effective,
proportionate, and dissuasive penalties for infringements of the provisions.
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Title X1 sets out rules for the exercise of delegation and implementing powers. The proposal empowers
the Commission to adopt, where appropriate, implementing acts to ensure uniform application of the
regulation or delegated acts to update or complement the lists in Annexes | to VII.
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Title XII contains an obligation for the Commission to assess regularly the need for an update of Annex
111 and to prepare regular reports on the evaluation and review of the regulation. It also lays down final
provisions, including a differentiated transitional period for the initial date of the applicability of the
regulation to facilitate the smooth implementation for all parties concerned.

2021/0106 (COD)
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ATHREIZEET 2B IESNI-IEZRED, BINESD—EDILETAZIIET D
BXAES R U EESOFA (ANTREX) DREE

Proposal for a Regulation of the European Parliament and of the Council on Regulation laying down
harmonised rules on artificial intelligence (Artificial Intelligence Act) and amending certain Union
Legislative Acts

RPN R O S D BRI T,

RIS OREREIZ B 555K, LT, F05E 16 S OV 114 SR8,
RIINZE B 2 DTG RE,

SOEZA ENEERICIE LI,

RN FEA LR ZE B RO E R E A,

MBSO E R EIC AR,

EHONIETRAHES THREL,

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 16 and
114 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee 32,

Having regard to the opinion of the Committee of the Regions %,

Acting in accordance with the ordinary legislative procedure,

Whereas:

(1) ZoFHHIOBRINE, L0, BONESOMESE ST DN THBEOTE, ~—7 7122
FOFIFICREL, #E—B07iE s I 2 2D HZ B2 &0, NSO @z 1m) ESE52
LIZdD, ZOBIANE, B~V ORISR, 225 QAR D IRGED SO 70 LR
LIS AR KOOI, Al _—2DW4 K O —E 2D [EE Az
B BEDIRN BB AR D22k, ZL T, ZORANC > TR TROHIL T VR
WERD, Al AT DOBHFE, ~—7 T 427 ORI U CRERIE D SHIBRA INZ 52 L%
WHTDHZLmRKDD,

The purpose of this Regulation is to improve the functioning of the internal market by laying down
a uniform legal framework in particular for the development, marketing and use of artificial
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intelligence in conformity with Union values. This Regulation pursues a number of overriding
reasons of public interest, such as a high level of protection of health, safety and fundamental rights,
and it ensures the free movement of Al-based goods and services cross-border, thus preventing
Member States from imposing restrictions on the development, marketing and use of Al systems,
unless explicitly authorised by this Regulation.

NTHBES AT I (Al VAT D), ElEEEZ DA% G, FORFRRM K O
FRZRB W TABITRESIVELL O THY, BMONEA TR CHEER 35, HOMEAIEIT, AT
HEDNIZATHN, Ho, FARRIHER| DR % 8L CRIR M OIS A Z &R 35
7= O DENIETOBREELZBEL T D, ENERD I 2> TWD IS, BN
WA LAEXEALDTHY, F7-, Al AT LA BT E-I3H T HERAE O DR
LEMA DS LGS, TP Z, BNTIHND Al 2 AT LK OBhERL L E—E 20D 3
BED 72\ MEER A RIS ZRRMEZRET H_RELDEL DD, BUNEAOREREIZBIT 554
(TFEV) O 114 S5 5L U T, SNl 2ior-v, BT 3- 58t — e sdsa
B, WO, AIOFIFEE ST DL LA OHERDFE— 7 (RO (A D
BHZEZEY, FRINEE R 75 —BHERHY, 70, B~V OREN TSNS
RETHD, IEHTO HHIDT-D DN T 7B ARTRE/LH BT D VT V2 A L DUE
— MERBEZZEER D712 Al 3 AT AOFFAOHIRE BHE T AN T —Z DU L B
T HENDLFE BET DRI BUEZ Z OB E A CODFEIFANTIX, ZAH0FH3ID
HUEDEMETDIRY, TFEU O 16 S4 20RO Hfkl9-2 2 L5t Tind, FHH0
FERNOHE KON TFEU O 16 SRR D2 LTS L, BN T — 2R B ik
HZENEYITHD,

Avtificial intelligence systems (Al systems) can be easily deployed in multiple sectors of the
economy and society, including cross border, and circulate throughout the Union. Certain Member
States have already explored the adoption of national rules to ensure that artificial intelligence is safe
and is developed and used in compliance with fundamental rights obligations. Differing national
rules may lead to fragmentation of the internal market and decrease legal certainty for operators that
develop or use Al systems. A consistent and high level of protection throughout the Union should
therefore be ensured, while divergences hampering the free circulation of Al systems and related
products and services within the internal market should be prevented, by laying down uniform
obligations for operators and guaranteeing the uniform protection of overriding reasons of public
interest and of rights of persons throughout the internal market based on Article 114 of the Treaty on
the Functioning of the European Union (TFEU). To the extent that this Regulation contains specific
rules on the protection of individuals with regard to the processing of personal data concerning
restrictions of the use of Al systems for ‘real-time’ remote biometric identification in publicly
accessible spaces for the purpose of law enforcement, it is appropriate to base this Regulation, in as
far as those specific rules are concerned, on Article 16 of the TFEU. In light of those specific rules

and the recourse to Article 16 TFEU, itis appropriate to consult the European Data Protection Board.
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(3 ANTHEEEIR, PESEFRK OREOEFHI 7 DIRAY EF L O SIS iR C 8
RSS20 T L QOB EE 7 7 — T D, Fllalh ESED2l, 52 TR OVE
TFBC % il b3 528, KO, AR E > TRIFATRE 2T 2N Y a— as
BUETHZECED, NTHBEDOFAIE, 2R CTlEE 72 D55 OB ATt CE, £
7o, BlZIE, IR, B, BE RO, (2778, L% —, Wk L O, A3k
P— R, 22, 155, IR TR —DRNRME, WO, KUEZSEORER M OIS
2B, #E2 ER OSBRSS EOZSORERA L TED,

Artificial intelligence is a fast evolving family of technologies that can contribute to a wide array of
economic and societal benefits across the entire spectrum of industries and social activities. By
improving prediction, optimising operations and resource allocation, and personalising digital
solutions available for individuals and organisations, the use of artificial intelligence can provide key
competitive advantages to companies and support socially and environmentally beneficial outcomes,
for example in healthcare, farming, education and training, infrastructure management, energy,
transport and logistics, public services, security, justice, resource and energy efficiency, and climate
change mitigation and adaptation.

@) THEFFRHS, NTHREDRFEDISH K OMIIZ B DIRIOMETISC T, ANTHRE,
BRNEEIRIC L > TIRFES TS AIED RIS ORISR DU A7 2 AR, AU
TOEFELECSELGD, TOIIREED, AREITEROLDO THITD,

Atthe same time, depending on the circumstances regarding its specific application and use, artificial
intelligence may generate risks and cause harm to public interests and rights that are protected by
Union law. Such harm might be material or immaterial.

() Fiudx, RRMEATEIZL S TG M OPRFES I CUODIRRE K OVl N HEAR 0 hE
FIDGFED IS 72 m N~ DAFEOFRE DO HRFEI T AT D D LRIRATIRN TSI D
NTHIREDBRZE, FIF M OBRHE BT 5720, NTARECE 2 b HEaE
D DRRME A DR DT TS, D BREERR T 5720, —ED Al VAT Ik
THTELSZE RO —E R D2 LML, 20T, N TG0 M c A L,
D30, Wi B O —E D S ED 72\ NEEID RN LD ENSD T AT L3545 CEDLD
T HREREDONHREXThHD, FHODHELTEDHZLIZLY, ZOHANZ, FNEE
FEB Lo TRARBENTNDIIRZEET, (BREMENHY, 7o, fmE e N TERED R
FKICBIT D70 — VIR —F — (T DE\ OBRINEE D B A AR, 7o, BEESS
B BEES QD X7 B B A RO 35,

B RiINBRHL, FROMNEEEEORSIEE (2020 4610 A 1 H RN 2 H) —#5%, EUCO 13/20, 2020, p. 6.
¥ NTHmE, PEFEREAN Y N OBREEAROMmMEL ORI ORSHA 2 B3 2RO 2020 4 10
1 20 A OVGEEKR OB Z~DENTE 2020/2012(INL).
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AUnion legal framework laying down harmonised rules on artificial intelligence is therefore needed
to foster the development, use and uptake of artificial intelligence in the internal market that at the
same time meets a high level of protection of public interests, such as health and safety and the
protection of fundamental rights, as recognised and protected by Union law. To achieve that
objective, rules regulating the placing on the market and putting into service of certain Al systems
should be laid down, thus ensuring the smooth functioning of the internal market and allowing those
systems to benefit from the principle of free movement of goods and services. By laying down those
rules, this Regulation supports the objective of the Union of being a global leader in the development
of secure, trustworthy and ethical artificial intelligence, as stated by the European Council %, and it
ensures the protection of ethical principles, as specifically requested by the European Parliament %,

Al S AT LOBESE, FEROBABIRIC A B D F AL >, I ZZEM A el
T57280, HEICEEZSNARETHDH, TOEHEL, Y7 =T OfEL720 BN/ R,
EVDIT, NEINZES TEFRSNIZATE-D HDOT=012, W72 R CHOHNT VXD
R ChHLERIDT, avTUh, Tl B, F203, AT LARNED T DEREIC A
w52 DR OIS E A T BRE 1% L T _ETH D, Al VAT L, TDUA
T BB O PRI A S TODD (lAA L), E£720F, BSLo Ficiashs
Z L7 E DO BEREE LT 27> GEAATZ) ITHIL T, Bix 721~ Lo BEMA
STEHENDINGEHSIUGOLDOTHY, Fiz, AZRTE AR —AFE 2 TR O,
ERLLHFIASNESLD THD, Al AT LDEFEIL, TOBIRDT- OIS D4
TEDOFIENR T 7 a—F OUANI LS THHBESNA X THY, ZDOUANT, EDYAN
UGETT D7D TATLSIN A TRADOEINE B ST L AERZEU T, e Eiiio T REIC I
BLTHRHIDOBDITHERFSN D RETHD,

The notion of Al system should be clearly defined to ensure legal certainty, while providing the
flexibility to accommodate future technological developments. The definition should be based on
the key functional characteristics of the software, in particular the ability, for a given set of human-
defined objectives, to generate outputs such as content, predictions, recommendations, or decisions
which influence the environment with which the system interacts, be it in a physical or digital
dimension. Al systems can be designed to operate with varying levels of autonomy and be used on
a stand-alone basis or as a component of a product, irrespective of whether the system is physically
integrated into the product (embedded) or serve the functionality of the product without being
integrated therein (non-embedded). The definition of Al system should be complemented by a list
of specific techniques and approaches used for its development, which should be kept up-to—date in
the light of market and technological developments through the adoption of delegated acts by the
Commission to amend that list.

ZOHBNDOHTHWONDARESR T — 2 OBEEE, RONGES &K OB FHSOHHIEV)
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2016/6795D % 4 555 14 =, Wi M OIS0 HIHIEV) 2018/1725%0 5 3 545 18
T, WONT, FRINEES M O 2061 (EU) 2016/680570)%45 3 445 13 BAZEFRSHL T
DHERERT —ZOBESIZIDHOHDOTHY, 7o, THHOMANERZSII CODESE—
BMERHLINIREN D RETHD,

The notion of biometric data used in this Regulation is in line with and should be interpreted
consistently with the notion of biometric data as defined in Article 4(14) of Regulation (EU)
2016/679 of the European Parliament and of the Council %, Article 3(18) of Regulation (EU)
2018/1725 of the European Parliament and of the Council % and Article 3(13) of Directive (EU)
2016/680 of the European Parliament and of the Council %.

ZOBANDHTHNOINAY T — MAREZRFR L A7 LAOBERT, H5 NOAKRESRT
—HEBT —H R 2O NSNSV CODERER T — X EOIRAIZID, 1>, k5
ETRDEDIHET DEID K OEDE DRI IAGDODE FRNTEDZ LR LIS, MRz d
HERNDHANFEA BT S Al AT LDIANT, BEOHN, 7oA, F7-13, HH
SNDERT —HD AT LTI RITHERERN CERSNDRETHD, Al VAT LOFHE
K ORI S NARERRDFE N IUZE FND R DIAI B, VT V2 A
L] DVE— MBS AT L L H54% | DOV — MEAREEEEN AT L E DT
DATIONDHRE TS, VT NEAAL] DY AT IO, HIREHET —2OHE, ik
OSHBIERENE, 27, BIERS, I RIFRIERS, £72038, WDVRDIEAIZEI T RE 7R
W72 FEAET D, ZORIZBEL T, 2V DORHERGRE EHHZEZED, ¥D Al VAT LD
M7 IVEA L OFIRIZEET 52 ORAIOBEZEREE S ARHIN 22N DETRETH
Do T IWHEALIDYVAT L, BT ABGED I8, I AT EIAT TN EFLIOMREE S
1 AT LISMNDOBEEHAC Lo TAERS A AR F7- 1 X NI RN O M ORI HEE T, T
B DYVAT LOEE, THEITHRINC, AREHET —21T, BUIBSSnTEBY, 7>,

ZOMBNEFRO LN E, KEZRRHIFRGHOZOLAIC IR FRAET 5, Ziud, PR
EH AT IR S o ARSIV B E - 3G 0 X578, BR A ERAIC
BAL CTEDT AT AOMERSD R AR SN - i % e,

B HNT =2 O EET D BRADRGER DL DT —HDZFEOIL BN B %, NS,

R

95/46/EC % P19 ARRMNEERS K O 2016 4F 4 H 27 HOMHIIEV) 2016/679 (—fi%T—

SRR (0 L 119, 45.2016, p. 1)

6 RRINELA OB, MRk, SR ONRNCEAEN T — 2 O AERE B2 A IR A DO R B
LA NCZE DT —ZDXFED IR WBENZB T 5, 0N, HHI(EC) No 452001 & OEE No
1247/2002/EC ZBE 1L DRk N M OFEE220D 2018 4 10 H 23 H O#HHIIEU) 2018/1725 (0J L 295,
21.11.2018, p. 39)

ST ALFRATAOBIE, A, B LIEFREEIIHE O T B DT ORFEHEROH LN
FAMENT —HOWBREBLET 2 AIRADRFEIZBT 5, WWONT, BEEAEARTE 2008/977/IHA
ZeE I BRI e O 20D 2016 4 4 H 27 A O$R4(EU) 2016/680 (EHUTHES) (0J L 119,
45.2016, p. 89)

382



©)

e GRS 6 555 (2021411 A)

The notion of remote biometric identification system as used in this Regulation should be defined
functionally, as an Al system intended for the identification of natural persons at a distance through
the comparison of a person’s biometric data with the biometric data contained in a reference database,
and without prior knowledge whether the targeted person will be present and can be identified,
irrespectively of the particular technology, processes or types of biometric data used. Considering
their different characteristics and manners in which they are used, as well as the different risks
involved, a distinction should be made between ‘real-time’ and ‘post’ remote biometric identification
systems. In the case of ‘real-time’ systems, the capturing of the biometric data, the comparison and
the identification occur all instantaneously, near-instantaneously or in any event without a significant
delay. In this regard, there should be no scope for circumventing the rules of this Regulation on the
‘real-time’ use of the Al systems in question by providing for minor delays. ‘Real-time’ systems
involve the use of ‘live’ or ‘near-‘live’ material, such as video footage, generated by a camera or
other device with similar functionality. In the case of ‘post’ systems, in contrast, the biometric data
have already been captured and the comparison and identification occur only after a significant delay.
This involves material, such as pictures or video footage generated by closed circuit television
cameras or private devices, which has been generated before the use of the system in respect of the
natural persons concerned.

ZOHBRIND BRIDT-DIZ, INRDNT 7 ARTRERIGOBRE L, SO%I A ThHHA
B THLHMNTHST, /\ﬁ% (e TT 7B AR B e i "9 H O LU TS L
HRETHD, TNz, TORESRL, FER, Fr77, BT, BIEN O THOI 7,
ZOMWE EXONETFE, ENOOEDRATHFAISI, F203, 75TV R0 ERD,
m%%l%éff/‘&f‘“* |22 THBICT 7B ARHE IR MVE DBFZ & E/2 N, A T4
DZERNE, WERRGATCIIR VDT, FOELLIZHLEENR, 72720, ANGRE-
zz@ﬁﬁ%ﬁﬁu RROD LD 7RI DIBF 7 72 A4 BT D—ED SN FEASGH L I L
72T, ZOENRZOHAIDOBEMIZIBITANHKNT 7B ARHE e O TN 2 E
EERLR, TORERLEL T, RO L 72N IEDOLHININA T, BURO B0 BHEE Y &
ORPDfREAL 77, WM, BUEfE, B, JEHR O av e 72 —D L9785 %
WX, DNRINT 7B AR THHD, 12721, MUOENARIZT 7R AR[RETH D)
BN, lx ORFEE DR OFFEE B EIZ AN T, r—A A —2CHES
LHRXXTHD,

For the purposes of this Regulation the notion of publicly accessible space should be understood as
referring to any physical place that is accessible to the public, irrespective of whether the place in
question is privately or publicly owned. Therefore, the notion does not cover places that are private
in nature and normally not freely accessible for third parties, including law enforcement authorities,
unless those parties have been specifically invited or authorised, such as homes, private clubs, offices,
warehouses and factories. Online spaces are not covered either, as they are not physical spaces.

However, the mere fact that certain conditions for accessing a particular space may apply, such as
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admission tickets or age restrictions, does not mean that the space is not publicly accessible within
the meaning of this Regulation. Consequently, in addition to public spaces such as streets, relevant
parts of government buildings and most transport infrastructure, spaces such as cinemas, theatres,
shops and shopping centres are normally also publicly accessible. Whether a given space is
accessible to the public should however be determined on a case-by-case basis, having regard to the
specificities of the individual situation at hand.

(10) FETEBENDSGE RN A28kl T HE A OHER|E B D FZMEDOH L RE AR5
725, ZORANZE > TEDOLNDIRENL, DT AT LHRIEAPNICERESIL DY
D THDHNE “ENICRESILCODHD THHNI IS T, FEARIDRERET, Al AT L
DFREEITHRIUT, KO, BROMESPIZERESIL TS Al AT AOFHE IR CiE
SNAHRETHD,

In order to ensure a level playing field and an effective protection of rights and freedoms of
individuals across the Union, the rules established by this Regulation should apply to providers of
Al systems in a hon-discriminatory manner, irrespective of whether they are established within the
Union or in a third country, and to users of Al systems established within the Union.

(11) Al AT LT VHVIEEIZIRGL, —ED Al VAT L, ZOVAT LTS ED
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ZDIILANTEYS D, THHORBUTIBNT, BIEEOSDIERE 2L > TS
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CEE RS/ CODIEE TR THREELASD, ZOBRID[EREEERS 175728, LT,
KRB AP FTES D HIRAD I EDO S DR E fER T D723, ZOMANE, Zhbo
VAT N E S TEESIIZ 13RI NE A I B TR AREIFANIZ W T, 5=
ENIZERESIL TS Al AT LOFREE R OFIHE L ChilHSN S & TH D,
72120, WK OIS S N DINE D 2 S — I — DRI I DT DB F O ES
FERNOMEMAEEIZ NINDT=8, BRRMNEASE O E 72 34 RIE L O RO TR ONERS
W DT DI ENL A~V FT TR~ RS ST ERES I E O RS A D 1 Cf T
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eEY, FERREESE ZEEOR], 20X, RES, Europol X OV LLISND EU DR
EHFZE R OVERS ROz W T, CFEMThfssh g,
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In light of their digital nature, certain Al systems should fall within the scope of this Regulation even
when they are neither placed on the market, nor put into service, nor used in the Union. This is the
case for example of an operator established in the Union that contracts certain services to an operator
established outside the Union in relation to an activity to be performed by an Al system that would
qualify as high-risk and whose effects impact natural persons located in the Union. In those
circumstances, the Al system used by the operator outside the Union could process data lawfully
collected in and transferred from the Union, and provide to the contracting operator in the Union the
output of that Al system resulting from that processing, without that Al system being placed on the
market, put into service or used in the Union. To prevent the circumvention of this Regulation and
to ensure an effective protection of natural persons located in the Union, this Regulation should also
apply to providers and users of Al systems that are established in a third country, to the extent the
output produced by those systems is used in the Union. Nonetheless, to take into account existing
arrangements and special needs for cooperation with foreign partners with whom information and
evidence is exchanged, this Regulation should not apply to public authorities of a third country and
international organisations when acting in the framework of international agreements concluded at
national or European level for law enforcement and judicial cooperation with the Union or with its
Member States. Such agreements have been concluded bilaterally between Member States and third
countries or between the European Union, Europol and other EU agencies and third countries and
international organisations.

(12) ZOHANE, Al AT LOFMEE T2 TR B L L T TEIT 555128 DM E S O
B, R, MRk OSBRIk ChlHS D _&ETHD, BLER B I TR EITH
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Mt D aE N BRBEBOR OO0 Tz D EEE, 2RI @ FH#ETE SR
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B QEYEAAN

This Regulation should also apply to Union institutions, offices, bodies and agencies when acting as
a provider or user of an Al system. Al systems exclusively developed or used for military purposes
should be excluded from the scope of this Regulation where that use falls under the exclusive remit
of the Common Foreign and Security Policy regulated under Title V of the Treaty on the European
Union (TEU). This Regulation should be without prejudice to the provisions regarding the liability
of intermediary service providers set out in Directive 2000/31/EC of the European Parliament and
of the Council [as amended by the Digital Services Act].

(13) fAEE, 22 O R | L BT~ D AFLOF RO —E MR HD, 7>, EnL~Lo
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385



(14)

(15)

(16)

ELIERMEE 6455 (2021411 H)
2, IEERNDOEDTHY, 73>, BRINESOEFEEG | EOMERIZINID D THH X THD,

In order to ensure a consistent and high level of protection of public interests as regards health, safety
and fundamental rights, common normative standards for all high-risk Al systems should be
established. Those standards should be consistent with the Charter of fundamental rights of the
European Union (the Charter) and should be non-discriminatory and in line with the Union’s
international trade commitments.

Al AT AT HHBIRITHY, 732, FITHY, FRIIDSHLEED By MAEA
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In order to introduce a proportionate and effective set of binding rules for Al systems, a clearly
defined risk-based approach should be followed. That approach should tailor the type and content
of such rules to the intensity and scope of the risks that Al systems can generate. It is therefore
necessary to prohibit certain artificial intelligence practices, to lay down requirements for high-risk
Al systems and obligations for the relevant operators, and to lay down transparency obligations for
certain Al systems.

NTHRED LD ARLAILITHN, ZDOHAL, EEHSNELLDTHY, Fiz, #fE
L, #EIL, KOV, #% 3hd 3 2 EHO -0 OB T )7y — L b iS5, £D
FO7RTEHIT, FRISERIRbDTHY, 730, HZERIOWER], 7 — A RER T T A/ 0 —
WONZ ORI G, NEOREOME, HH, 55, RETZRMOEO AR
BRINIES 0D EARY R LV ORI S D fEE T DD DT G b D THLA5p
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Aside from the many beneficial uses of artificial intelligence, that technology can also be misused
and provide novel and powerful tools for manipulative, exploitative and social control practices.
Such practices are particularly harmful and should be prohibited because they contradict Union
values of respect for human dignity, freedom, equality, democracy and the rule of law and Union
fundamental rights, including the right to non-discrimination, data protection and privacy and the
rights of the child.
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The placing on the market, putting into service or use of certain Al systems intended to distort human
behaviour, whereby physical or psychological harms are likely to occur, should be forbidden. Such
Al systems deploy subliminal components individuals cannot perceive or exploit vulnerabilities of
children and people due to their age, physical or mental incapacities. They do so with the intention
to materially distort the behaviour of a person and in a manner that causes or is likely to cause harm
to that or another person. The intention may not be presumed if the distortion of human behaviour
results from factors external to the Al system which are outside of the control of the provider or the
user. Research for legitimate purposes in relation to such Al systems should not be stifled by the
prohibition, if such research does not amount to use of the Al system in human-machine relations
that exposes natural persons to harm and such research is carried out in accordance with recognised
ethical standards for scientific research.
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(LS NEEREIR EEXGD, ZHudz, ZDIH7 Al VAT AL, ERiESs &
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Al systems providing social scoring of natural persons for general purpose by public authorities or
on their behalf may lead to discriminatory outcomes and the exclusion of certain groups. They may
violate the right to dignity and non-discrimination and the values of equality and justice. Such Al
systems evaluate or classify the trustworthiness of natural persons based on their social behaviour in
multiple contexts or known or predicted personal or personality characteristics. The social score

obtained from such Al systems may lead to the detrimental or unfavourable treatment of natural
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persons or whole groups thereof in social contexts, which are unrelated to the context in which the
data was originally generated or collected or to a detrimental treatment that is disproportionate or
unjustified to the gravity of their social behaviour. Such Al systems should be therefore prohibited.

AT BRIDT D DRI T 72 ARRE 2 2B D BRAND VT VA A | DYE—R
HERBEZZZZR DT D Al AT LOFIAIE, EVDIT, O AT BHKESGD Nx DFL
B AR A EUASHHEIPFANIC I T, BRI 28 ORI K OV H MZRETH2HDTHY,
HIRFEROBRZEESE, 2L T, B0 HHE RO LIS HARR MR DT THE% ]
B TIN5 D LSS, Nz T, FORENRARH 2D THHZE, KO, U7
IWEA L) TEASNAZD L5720 A7 AOF B CREICARE ISR IES D720
HESDRESIN QDI AN, EHEHEENC > CRIR ST O QWA E ORI OVE H
WZBEAL, JhE b A7 &=L T-5T,

The use of Al systems for ‘real-time’ remote biometric identification of natural persons in publicly
accessible spaces for the purpose of law enforcement is considered particularly intrusive in the rights
and freedoms of the concerned persons, to the extent that it may affect the private life of a large part
of the population, evoke a feeling of constant surveillance and indirectly dissuade the exercise of the
freedom of assembly and other fundamental rights. In addition, the immediacy of the impact and the
limited opportunities for further checks or corrections in relation to the use of such systems operating
in ‘real-time’ carry heightened risks for the rights and freedoms of the persons that are concerned by
law enforcement activities.

Fdz, RN IEORRSEEZRR DD F ORI MLETHY, 7o, FD
FIHOEEMNIAZ % ERIDIEAIZIEWT, IRERNISIEESI, o, JKERSNT- 3
SOIRIMAFIE LT, HEBETO BHIDT-ODFNHDT AT LOFIIE, 2EiESh D&
ThHD, TNHDRBUL, FEEHO R EE WD, EHERZ0IRER OMTE; HRADAE
b LIZERD 2255 —E DB 13T 0B O s ; B EI BT
NEDILTE T2V D7 &b 3D BRI LD METR - I dm Bl > TETS
BHLDTHY, Do, FDOZENYFZHEREDERIED DI TWAES, FEFHAHE
TRTE 2002/584/0HAR A3 ALS- T2 DN E7- I I O, PIERES, 0REE
TIFFBE G TR, TOIIRENIE ST E - I X m S OBIENE, V721
LDV MRS AT AOFHZ BT ERN B4 L3 D72 DI E DAL TAH
FNTER THHIEEMEIRT HEITE BT D, I, PRSP ARTE 2002/584/JHA
IZHIPZESIL TS 32 DILTITADTORHNT, FE L, oIS TAL0s BhEM A
DRFEMEN R, TOHT, FIEESIZ B DIUT TADOINERE S 3EEE OB, f
TERER, TRRIE EITRBOFEERDZL TOT-DIT, Hy>, BEARME, FRM KR OEEDIH

3 [N IR OHERRIEIRIO SIS [TEL Tl 2B % 2002 4= 6 1 13 H OHIHER s A IE
2002/584/JHA (OJ L 190, 18.7.2002, p. 1).
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FEET IR EUSDADFERI B W T ELSDEE S EICANT- T, V7 L2 A L)
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THHIHI L D THAE TSNS,

The use of those systems for the purpose of law enforcement should therefore be prohibited, except
in three exhaustively listed and narrowly defined situations, where the use is strictly necessary to
achieve a substantial public interest, the importance of which outweighs the risks. Those situations
involve the search for potential victims of crime, including missing children; certain threats to the
life or physical safety of natural persons or of a terrorist attack; and the detection, localisation,
identification or prosecution of perpetrators or suspects of the criminal offences referred to in Council
Framework Decision 2002/584/JHA if those criminal offences are punishable in the Member State
concerned by a custodial sentence or a detention order for a maximum period of at least three years
and as they are defined in the law of that Member State. Such threshold for the custodial sentence or
detention order in accordance with national law contributes to ensure that the offence should be
serious enough to potentially justify the use of ‘real-time’ remote biometric identification systems.
Moreover, of the 32 criminal offences listed in the Council Framework Decision 2002/584/JHA,
some are in practice likely to be more relevant than others, in that the recourse to ‘real-time’ remote
biometric identification will foreseeably be necessary and proportionate to highly varying degrees
for the practical pursuit of the detection, localisation, identification or prosecution of a perpetrator or
suspect of the different criminal offences listed and having regard to the likely differences in the
seriousness, probability and scale of the harm or possible negative consequences.

(20) ZNHDY AT LEEDHL IR REE CTHIFSN O Z LA MR 572, THOIRE
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T IVEA I DYF—MEARESER 2T ORI, L0, &, WEEE-ITE
F L BT AR I L R LT G, R R OSSO s IR AR5 _& T
5D, N\DBRT —2_—2 L, RO 3 SOBWPRIOME % OFIFHIZE > Tzt ne
TRETHD,

In order to ensure that those systems are used in a responsible and proportionate manner, it is also
important to establish that, in each of those three exhaustively listed and narrowly defined situations,
certain elements should be taken into account, in particular as regards the nature of the situation
giving rise to the request and the consequences of the use for the rights and freedoms of all persons
concerned and the safeguards and conditions provided for with the use. In addition, the use of ‘real-
time’ remote biometric identification systems in publicly accessible spaces for the purpose of law

enforcement should be subject to appropriate limits in time and space, having regard in particular to
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the evidence or indications regarding the threats, the victims or perpetrator. The reference database
of persons should be appropriate for each use case in each of the three situations mentioned above.

(1) ETO BEIDT-SD DI T 7B ARRERH T DIV T VA A L | OVE—MEREEFR
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T7ebh, YO AT AOFHADLEMD, ZOF % BET DR rl 21557 L4 525
R OEBINIAFTREE S T DI 7 R B o564 RE, JFRIEL T, 20RO
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HPHHIRSNDRETHY, 7o, EPEDTFTED DI, ZOESETHER > TEH
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Each use of a ‘real-time’ remote biometric identification system in publicly accessible spaces for the
purpose of law enforcement should be subject to an express and specific authorisation by a judicial
authority or by an independent administrative authority of a Member State. Such authorisation
should in principle be obtained prior to the use, except in duly justified situations of urgency, that is,
situations where the need to use the systems in question is such as to make it effectively and
objectively impossible to obtain an authorisation before commencing the use. In such situations of
urgency, the use should be restricted to the absolute minimum necessary and be subject to
appropriate safeguards and conditions, as determined in national law and specified in the context of
each individual urgent use case by the law enforcement authority itself. In addition, the law
enforcement authority should in such situations seek to obtain an authorisation as soon as possible,
whilst providing the reasons for not having been able to request it earlier.

(22) HIZ, YORERRIEDNE ORERE O EPNIEOH B BED - CZD X7 HORF A3 ATRE
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Furthermore, it is appropriate to provide, within the exhaustive framework set by this Regulation
that such use in the territory of a Member State in accordance with this Regulation should only be
possible where and in as far as the Member State in question has decided to expressly provide for
the possibility to authorise such use in its detailed rules of national law. Consequently, Member States

remain free under this Regulation not to provide for such a possibility at all or to only provide for
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such a possibility in respect of some of the objectives capable of justifying authorised use identified
in this Regulation.
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The use of Al systems for ‘real-time’ remote biometric identification of natural persons in publicly
accessible spaces for the purpose of law enforcement necessarily involves the processing of
biometric data. The rules of this Regulation that prohibit, subject to certain exceptions, such use,
which are based on Article 16 TFEU, should apply as lex specialis in respect of the rules on the
processing of biometric data contained in Article 10 of Directive (EU) 2016/680, thus regulating
such use and the processing of biometric data involved in an exhaustive manner. Therefore, such use
and processing should only be possible in as far as it is compatible with the framework set by this
Regulation, without there being scope, outside that framework, for the competent authorities, where
they act for purpose of law enforcement, to use such systems and process such data in connection
thereto on the grounds listed in Article 10 of Directive (EU) 2016/680. In this context, this Regulation
is not intended to provide the legal basis for the processing of personal data under Article 8 of
Directive 2016/680. However, the use of ‘real-time’ remote biometric identification systems in
publicly accessible spaces for purposes other than law enforcement, including by competent
authorities, should not be covered by the specific framework regarding such use for the purpose of
law enforcement set by this Regulation. Such use for purposes other than law enforcement should
therefore not be subject to the requirement of an authorisation under this Regulation and the

applicable detailed rules of national law that may give effect to it.
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Any processing of biometric data and other personal data involved in the use of Al systems for
biometric identification, other than in connection to the use of ‘real-time’ remote biometric
identification systems in publicly accessible spaces for the purpose of law enforcement as regulated
by this Regulation, including where those systems are used by competent authorities in publicly
accessible spaces for other purposes than law enforcement, should continue to comply with all
requirements resulting from Article 9(1) of Regulation (EU) 2016/679, Article 10(1) of Regulation
(EU) 2018/1725 and Article 10 of Directive (EU) 2016/680, as applicable.
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In accordance with Article 6a of Protocol No 21 on the position of the United Kingdom and Ireland
in respect of the area of freedom, security and justice, as annexed to the TEU and to the TFEU,
Ireland is not bound by the rules laid down in Article 5(1), point (d), (2) and (3) of this Regulation
adopted on the basis of Article 16 of the TFEU which relate to the processing of personal data by the
Member States when carrying out activities falling within the scope of Chapter 4 or Chapter 5 of
Title V of Part Three of the TFEU, where Ireland is not bound by the rules governing the forms of
judicial cooperation in criminal matters or police cooperation which require compliance with the
provisions laid down on the basis of Article 16 of the TFEU.
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In accordance with Articles 2 and 2a of Protocol No 22 on the position of Denmark, annexed to the
TEU and TFEU, Denmark is not bound by rules laid down in Article 5(1), point (d), (2) and (3) of
this Regulation adopted on the basis of Article 16 of the TFEU, or subject to their application, which
relate to the processing of personal data by the Member States when carrying out activities falling
within the scope of Chapter 4 or Chapter 5 of Title V of Part Three of the TFEU.
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High-risk Al systems should only be placed on the Union market or put into service if they comply
with certain mandatory requirements. Those requirements should ensure that high-risk Al systems
available in the Union or whose output is otherwise used in the Union do not pose unacceptable risks
to important Union public interests as recognised and protected by Union law. Al systems identified
as high-risk should be limited to those that have a significant harmful impact on the health, safety
and fundamental rights of persons in the Union and such limitation minimises any potential
restriction to international trade, if any.
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Al systems could produce adverse outcomes to health and safety of persons, in particular when such
systems operate as components of products. Consistently with the objectives of Union
harmonisation legislation to facilitate the free movement of products in the internal market and to
ensure that only safe and otherwise compliant products find their way into the market, it is important
that the safety risks that may be generated by a product as a whole due to its digital components,
including Al systems, are duly prevented and mitigated. For instance, increasingly autonomous
robots, whether in the context of manufacturing or personal assistance and care should be able to
safely operate and performs their functions in complex environments. Similarly, in the health sector
where the stakes for life and health are particularly high, increasingly sophisticated diagnostics
systems and systems supporting human decisions should be reliable and accurate. The extent of the
adverse impact caused by the Al system on the fundamental rights protected by the Charter is of
particular relevance when classifying an Al system as high-risk. Those rights include the right to
human dignity, respect for private and family life, protection of personal data, freedom of expression
and information, freedom of assembly and of association, and non-discrimination, consumer
protection, workers’ rights, rights of persons with disabilities, right to an effective remedy and to a
fair trial, right of defence and the presumption of innocence, right to good administration. In addition
to those rights, it is important to highlight that children have specific rights as enshrined in Article 24
of the EU Charter and in the United Nations Convention on the Rights of the Child (further
elaborated in the UNCRC General Comment No. 25 as regards the digital environment), both of
which require consideration of the children’s vulnerabilities and provision of such protection and
care as necessary for their well-being. The fundamental right to a high level of environmental
protection enshrined in the Charter and implemented in Union policies should also be considered
when assessing the severity of the harm that an Al system can cause, including in relation to the
health and safety of persons.
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As regards high-risk Al systems that are safety components of products or systems, or which are
themselves products or systems falling within the scope of Regulation (EC) No 300/2008 of the
European Parliament and of the Council ¥, Regulation (EU) No 167/2013 of the European
Parliament and of the Council °, Regulation (EU) No 168/2013 of the European Parliament and of
the Council %, Directive 2014/90/EU of the European Parliament and of the Council 4, Directive
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(EU) 2016/797 of the European Parliament and of the Council 3, Regulation (EU) 2018/858 of the
European Parliament and of the Council 4, Regulation (EU) 2018/1139 of the European Parliament
and of the Council #°, and Regulation (EU) 2019/2144 of the European Parliament and of the
Council %, it is appropriate to amend those acts to ensure that the Commission takes into account,
on the basis of the technical and regulatory specificities of each sector, and without interfering with
existing governance, conformity assessment and enforcement mechanisms and authorities
established therein, the mandatory requirements for high-risk Al systems laid down in this
Regulation when adopting any relevant future delegated or implementing acts on the basis of those
acts.
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As regards Al systems that are safety components of products, or which are themselves products,
falling within the scope of certain Union harmonisation legislation, it is appropriate to classify them
as high-risk under this Regulation if the product in question undergoes the conformity assessment
procedure with a third-party conformity assessment body pursuant to that relevant Union
harmonisation legislation. In particular, such products are machinery, toys, lifts, equipment and
protective systems intended for use in potentially explosive atmospheres, radio equipment, pressure
equipment, recreational craft equipment, cableway installations, appliances burning gaseous fuels,
medical devices, and in vitro diagnostic medical devices.

ZOHANCIDEIAZELTD Al AT LOLHAIE, TDOLREMIERESRN Al AT L
THHELEZIT Al VAT LEN AR THLEN, ZORYI TS BEhER N E A
FEANEO T THT O TODIHED FTIEY AR | LRSI A L) 2 EE VIR
WA 58 DELTUIRDAR, FRT, FUAZ ROVEYAZ ORI BIL T =AM Hm
DXTED IV TUODERINGES K OB OMAIEV) 2017/7457 0 ONZERINGES K OB~
DIHIEV) 2017/746%83F DA T35,
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IEEE L OB 2017 44 A 5 HOFIAIEV) 2017/746 (OJ L 117,5.5.2017, p. 176).
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The classification of an Al system as high-risk pursuant to this Regulation should not necessarily
mean that the product whose safety component is the Al system, or the Al system itself as a product,
is considered ‘high-risk’ under the criteria established in the relevant Union harmonisation legislation
that applies to the product. This is notably the case for Regulation (EU) 2017/745 of the European
Parliament and of the Council 4’ and Regulation (EU) 2017/746 of the European Parliament and of
the Council “, where a third-party conformity assessment is provided for medium-risk and high-risk
products.
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As regards stand-alone Al systems, meaning high-risk Al systems other than those that are safety
components of products, or which are themselves products, it is appropriate to classify them as high-
risk if, in the light of their intended purpose, they pose a high risk of harm to the health and safety or
the fundamental rights of persons, taking into account both the severity of the possible harm and its
probability of occurrence and they are used in a number of specifically pre-defined areas specified
in the Regulation. The identification of those systems is based on the same methodology and criteria
envisaged also for any future amendments of the list of high-risk Al systems.
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Technical inaccuracies of Al systems intended for the remote biometric identification of natural
persons can lead to biased results and entail discriminatory effects. This is particularly relevant when
it comes to age, ethnicity, sex or disabilities. Therefore, ‘real-time’ and ‘post’ remote biometric
identification systems should be classified as high-risk. In view of the risks that they pose, both types
of remote biometric identification systems should be subject to specific requirements on logging
capabilities and human oversight.
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As regards the management and operation of critical infrastructure, it is appropriate to classify as
high-risk the Al systems intended to be used as safety components in the management and operation
of road traffic and the supply of water, gas, heating and electricity, since their failure or
malfunctioning may put at risk the life and health of persons at large scale and lead to appreciable
disruptions in the ordinary conduct of social and economic activities.
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Al systems used in education or vocational training, notably for determining access or assigning
persons to educational and vocational training institutions or to evaluate persons on tests as part of
or as a precondition for their education should be considered high-risk, since they may determine
the educational and professional course of a person’s life and therefore affect their ability to secure
their livelihood. When improperly designed and used, such systems may violate the right to
education and training as well as the right not to be discriminated against and perpetuate historical
patterns of discrimination.
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Al systems used in employment, workers management and access to self-employment, notably for
the recruitment and selection of persons, for making decisions on promotion and termination and for
task allocation, monitoring or evaluation of persons in work-related contractual relationships, should
also be classified as high-risk, since those systems may appreciably impact future career prospects
and livelihoods of these persons. Relevant work-related contractual relationships should involve
employees and persons providing services through platforms as referred to in the Commission Work
Programme 2021. Such persons should in principle not be considered users within the meaning of
this Regulation. Throughout the recruitment process and in the evaluation, promotion, or retention
of persons in work-related contractual relationships, such systems may perpetuate historical patterns
of discrimination, for example against women, certain age groups, persons with disabilities, or
persons of certain racial or ethnic origins or sexual orientation. Al systems used to monitor the
performance and behaviour of these persons may also impact their rights to data protection and
privacy.
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Another area in which the use of Al systems deserves special consideration is the access to and
enjoyment of certain essential private and public services and benefits necessary for people to fully
participate in society or to improve one’s standard of living. In particular, Al systems used to evaluate
the credit score or creditworthiness of natural persons should be classified as high-risk Al systems,
since they determine those persons’ access to financial resources or essential services such as housing,
electricity, and telecommunication services. Al systems used for this purpose may lead to
discrimination of persons or groups and perpetuate historical patterns of discrimination, for example
based on racial or ethnic origins, disabilities, age, sexual orientation, or create new forms of
discriminatory impacts. Considering the very limited scale of the impact and the available
alternatives on the market, it is appropriate to exempt Al systems for the purpose of creditworthiness
assessment and credit scoring when put into service by small-scale providers for their own use.
Natural persons applying for or receiving public assistance benefits and services from public
authorities are typically dependent on those benefits and services and in a vulnerable position in
relation to the responsible authorities. If Al systems are used for determining whether such benefits
and services should be denied, reduced, revoked or reclaimed by authorities, they may have a
significant impact on persons’ livelihood and may infringe their fundamental rights, such as the right
to social protection, non-discrimination, human dignity or an effective remedy. Those systems
should therefore be classified as high-risk. Nonetheless, this Regulation should not hamper the
development and use of innovative approaches in the public administration, which would stand to
benefit from a wider use of compliant and safe Al systems, provided that those systems do not entail
a high risk to legal and natural persons. Finally, Al systems used to dispatch or establish priority in
the dispatching of emergency first response services should also be classified as high-risk since they
make decisions in very critical situations for the life and health of persons and their property.
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Actions by law enforcement authorities involving certain uses of Al systems are characterised by a
significant degree of power imbalance and may lead to surveillance, arrest or deprivation of a natural
person’s liberty as well as other adverse impacts on fundamental rights guaranteed in the Charter. In
particular, if the Al system is not trained with high quality data, does not meet adequate requirements
in terms of its accuracy or robustness, or is not properly designed and tested before being put on the
market or otherwise put into service, it may single out people in a discriminatory or otherwise
incorrect or unjust manner. Furthermore, the exercise of important procedural fundamental rights,
such as the right to an effective remedy and to a fair trial as well as the right of defence and the
presumption of innocence, could be hampered, in particular, where such Al systems are not
sufficiently transparent, explainable and documented. It is therefore appropriate to classify as high-
risk a number of Al systems intended to be used in the law enforcement context where accuracy,
reliability and transparency is particularly important to avoid adverse impacts, retain public trust and
ensure accountability and effective redress. In view of the nature of the activities in question and the
risks relating thereto, those high-risk Al systems should include in particular Al systems intended to
be used by law enforcement authorities for individual risk assessments, polygraphs and similar tools
or to detect the emotional state of natural person, to detect ‘deep fakes’, for the evaluation of the
reliability of evidence in criminal proceedings, for predicting the occurrence or reoccurrence of an
actual or potential criminal offence based on profiling of natural persons, or assessing personality
traits and characteristics or past criminal behaviour of natural persons or groups, for profiling in the
course of detection, investigation or prosecution of criminal offences, as well as for crime analytics
regarding natural persons. Al systems specifically intended to be used for administrative proceedings
by tax and customs authorities should not be considered high-risk Al systems used by law
enforcement authorities for the purposes of prevention, detection, investigation and prosecution of
criminal offences.
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Al systems used in migration, asylum and border control management affect people who are often
in particularly vulnerable position and who are dependent on the outcome of the actions of the
competent public authorities. The accuracy, non-discriminatory nature and transparency of the Al
systems used in those contexts are therefore particularly important to guarantee the respect of the
fundamental rights of the affected persons, notably their rights to free movement, non-discrimination,
protection of private life and personal data, international protection and good administration. It is
therefore appropriate to classify as high-risk Al systems intended to be used by the competent public
authorities charged with tasks in the fields of migration, asylum and border control management as
polygraphs and similar tools or to detect the emotional state of a natural person; for assessing certain
risks posed by natural persons entering the territory of a Member State or applying for visa or
asylum; for verifying the authenticity of the relevant documents of natural persons; for assisting
competent public authorities for the examination of applications for asylum, visa and residence
permits and associated complaints with regard to the objective to establish the eligibility of the
natural persons applying for a status. Al systems in the area of migration, asylum and border control
management covered by this Regulation should comply with the relevant procedural requirements
set by the Directive 2013/32/EU of the European Parliament and of the Council *°, the Regulation
(EC) No 810/2009 of the European Parliament and of the Council * and other relevant legislation.
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Certain Al systems intended for the administration of justice and democratic processes should be
classified as high-risk, considering their potentially significant impact on demacracy, rule of law,
individual freedoms as well as the right to an effective remedy and to a fair trial. In particular, to
address the risks of potential biases, errors and opacity, it is appropriate to qualify as high-risk Al
systems intended to assist judicial authorities in researching and interpreting facts and the law and in
applying the law to a concrete set of facts. Such qualification should not extend, however, to Al
systems intended for purely ancillary administrative activities that do not affect the actual
administration of justice in individual cases, such as anonymisation or pseudonymisation of judicial
decisions, documents or data, communication between personnel, administrative tasks or allocation
of resources.
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The fact that an Al system is classified as high risk under this Regulation should not be interpreted
as indicating that the use of the system is necessarily lawful under other acts of Union law or under
national law compatible with Union law, such as on the protection of personal data, on the use of
polygraphs and similar tools or other systems to detect the emotional state of natural persons. Any
such use should continue to occur solely in accordance with the applicable requirements resulting
from the Charter and from the applicable acts of secondary Union law and national law. This
Regulation should not be understood as providing for the legal ground for processing of personal
data, including special categories of personal data, where relevant.
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To mitigate the risks from high-risk Al systems placed or otherwise put into service on the Union
market for users and affected persons, certain mandatory requirements should apply, taking into
account the intended purpose of the use of the system and according to the risk management system
to be established by the provider.
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Requirements should apply to high-risk Al systems as regards the quality of data sets used, technical
documentation and record-keeping, transparency and the provision of information to users, human
oversight, and robustness, accuracy and cybersecurity. Those requirements are necessary to
effectively mitigate the risks for health, safety and fundamental rights, as applicable in the light of
the intended purpose of the system, and no other less trade restrictive measures are reasonably
available, thus avoiding unjustified restrictions to trade.
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High data quality is essential for the performance of many Al systems, especially when techniques
involving the training of models are used, with a view to ensure that the high-risk Al system performs
as intended and safely and it does not become the source of discrimination prohibited by Union law.
High quality training, validation and testing data sets require the implementation of appropriate data
governance and management practices. Training, validation and testing data sets should be
sufficiently relevant, representative and free of errors and complete in view of the intended purpose
of the system. They should also have the appropriate statistical properties, including as regards the
persons or groups of persons on which the high-risk Al system is intended to be used. In particular,
training, validation and testing data sets should take into account, to the extent required in the light
of their intended purpose, the features, characteristics or elements that are particular to the specific
geographical, behavioural or functional setting or context within which the Al system is intended to
be used. In order to protect the right of others from the discrimination that might result from the bias
in Al systems, the providers should be able to process also special categories of personal data, as a
matter of substantial public interest, in order to ensure the bias monitoring, detection and correction
in relation to high-risk Al systems.
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For the development of high-risk Al systems, certain actors, such as providers, notified bodies and
other relevant entities, such as digital innovation hubs, testing experimentation facilities and
researchers, should be able to access and use high quality datasets within their respective fields of
activities which are related to this Regulation. European common data spaces established by the
Commission and the facilitation of data sharing between businesses and with government in the
public interest will be instrumental to provide trustful, accountable and non-discriminatory access to
high quality data for the training, validation and testing of Al systems. For example, in health, the
European health data space will facilitate non-discriminatory access to health data and the training
of artificial intelligence algorithms on those datasets, in a privacy-preserving, secure, timely,

transparent and trustworthy manner, and with an appropriate institutional governance. Relevant
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competent authorities, including sectoral ones, providing or supporting the access to data may also
support the provision of high-quality data for the training, validation and testing of Al systems.

FUAZ Al AT LINEDIDNTBIRESIT=DD>, B, ZDV AT DDOTAT YA )V
CTCEDVAT LNRE DINWEREZFATT 2O BT HERAEL S 8L, ZOMANZ
TS B OB RRRET DT DIV T D, TOZENTL, SisraiERrT 52 & Ol
SGEDO RN, 2D Al 327 LD BREE OB ARl DT DI L L7 D A 5w
HZEHEERT D, FDOIHRNFIL, FDY AT ORI, FITRES KON, i
ST VTV L, 75, Jil, BBk OO 7 ot A, WONS, BhE) A&
AT KT HLEAZOHRIETHD, HINSCEL, BHOREBIZHERISNARETHS,

Having information on how high-risk Al systems have been developed and how they perform
throughout their lifecycle is essential to verify compliance with the requirements under this
Regulation. This requires keeping records and the availability of a technical documentation,
containing information which is necessary to assess the compliance of the Al system with the
relevant requirements. Such information should include the general characteristics, capabilities and
limitations of the system, algorithms, data, training, testing and validation processes used as well as
documentation on the relevant risk management system. The technical documentation should be
kept up to date.

HARNIZEST—ED Al VAT PR FTRERD DO FI IR b DL TLEN
BARBIWE LS 27280, EUAY Al S AT IR, —EREEOERMAESRESS
RETHD, MHENL, TOVAT LD AR, 22N TELETHD,
TIUPR, FUAT Al AT NN, BRESGENR OHIH Eotersz B4 ~&THY, 7>,
FDNEE XX, FHARNWERDVAY O FTRENMER OZERIEBLET 2 D& ED, o5
RJ <R TFRE GO HIETHD,

To address the opacity that may make certain Al systems incomprehensible to or too complex for
natural persons, a certain degree of transparency should be required for high-risk Al systems. Users
should be able to interpret the system output and use it appropriately. High-risk Al systems should
therefore be accompanied by relevant documentation and instructions of use and include concise
and clear information, including in relation to possible risks to fundamental rights and discrimination,
where appropriate.

BUAZ Al AT LXK, BRI OB EE CELIOM L TRERS, BiShD
REXThHD, Z0 DT80, FDT AT LBHIHIE IV E- 1T —E RS AR
\Z, EDOVAT MO E ST, ##07 NI B OIS EDFFESNHRETHD,
LODT, FNANEGIREEIL, FOLORIEEIL, FOTVAT LN, FDOUAT LEIER

(ZEo TUIBSESNATT, 230, ANRIOIERIFEITHL TSET 5, PRI AE
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IO IRT 2L, ZUT, A IDREDILH A - LB, A
R O DL T BT ORI DT LRI ~E T,

High-risk Al systems should be designed and developed in such a way that natural persons can
oversee their functioning. For this purpose, appropriate human oversight measures should be
identified by the provider of the system before its placing on the market or putting into service. In
particular, where appropriate, such measures should guarantee that the system is subject to in-built
operational constraints that cannot be overridden by the system itself and is responsive to the human
operator, and that the natural persons to whom human oversight has been assigned have the
necessary competence, training and authority to carry out that role.

(49) BUAZ Al VAT LT, ZEDOVAT LOTFAT YA Va0 T—EMHEOH LB A2 T
RETHY, 117D, —BUTHAGES IR, WE L~ L O TEREM:, B4 &
U AN —tF 2T TEHET RNETHD, EFEEOL -~V K ONEMEIEDO AN 7 A, %
OFIAFIZRIL BRSO RETHD,

High-risk Al systems should perform consistently throughout their lifecycle and meet an appropriate
level of accuracy, robustness and cybersecurity in accordance with the generally acknowledged state
of the art. The level of accuracy and accuracy metrics should be communicated to the users.

(50) Hffr EDELAANET, EUAT Al VAT KL THEIRDTEHD 1 O ThHD, mIAZ Al
AT INE, AT LORIREEHRT2Y A (I B, bEdE, —BMEoxan, FESORIL)
WP 2EHE ), AN, ED Al VAT LOZEMEER, U, fGeiEoi i E
IFENDANDIFELL IR MRS BRSSO EH HIEEN I D RIE At D&
Tob, TIHDIAZIRT DEREZIILT U, FlxIE, Z0 Al AT AZE->THERK
SR IR HIEFT NIRRT E LI AT ADD ) o T2 NS X~ C, FAR
RN Tt b A %, FITADEEL 52 HZ L8585,

The technical robustness is a key requirement for high-risk Al systems. They should be resilient
against risks connected to the limitations of the system (e.g. errors, faults, inconsistencies,
unexpected situations) as well as against malicious actions that may compromise the security of the
Al system and result in harmful or otherwise undesirable behaviour. Failure to protect against these
risks could lead to safety impacts or negatively affect the fundamental rights, for example due to
erroneous decisions or wrong or biased outputs generated by the Al system.

(51) VA —X2UT 41X, ZDOVAT LONEEHE BT OEEHDH = 2LD, TDUA

TLOFA, B, HERER UL, T, TOVAT ADEX 2T 4T RT %K

B 7R BEI T LI LT AR T Al AT LANEHE 115 S - L AR5 FeEE

TV T =9, Al VAT WK A=Y, FilidT —2y o ko7 Al IZ[E
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HOBHE A 52 (B 7 — 259558 LTS 7 /W85 5.2 ()

HCRHAIRIES) | 7213, Al VAT ADT D NVEREL L ITFDFIEEL72D ICT (75

DOWEFsEE BRI ASD, Tiudx, ZOVAZ KL Tl A/ 3 —tF 274 DL~yL

%:ﬁ%f%ﬁ”émb FEDHIEETD ICT A 77T e eX 2V 7 b BEICAN- ET, £
FUAZ Al VAT DOFE L ClEYEEDGEONA X TH D,

Cyhersecurity plays a crucial role in ensuring that Al systems are resilient against attempts to alter
their use, behaviour, performance or compromise their security properties by malicious third parties
exploiting the system’s vulnerabilities. Cyberattacks against Al systems can leverage Al specific
assets, such as training data sets (e.g. data poisoning) or trained models (e.g. adversarial attacks), or
exploit vulnerabilities in the Al system’s digital assets or the underlying ICT infrastructure. To ensure
a level of cybersecurity appropriate to the risks, suitable measures should therefore be taken by the
providers of high-risk Al systems, also taking into account as appropriate the underlying ICT
infrastructure.

MRINEBEEANIED LT, BUAY Al AT LETIHCELZE, —E R I3
ER ORI BB ATREZR, BUROAGRO T OB K ONTTREZ T DR
2 KOO HIHIEC) No 7652008, BUSHD~—47 1227 078 O M@t 2 2 B
T HRRINEES M OB OHTE No 768/2008/ECS2, N ONT, BUShoD A K Ot

SHZBET 2RSS L OO HIHI(EU) 2019/1020% ( F;@uu@’?*‘b‘Tﬁ/ﬁ‘@f:&)@
POLEHEEIR ) E—BYEOHDIRENTED HNDHRETHD,

As part of Union harmonisation legislation, rules applicable to the placing on the market, putting
into service and use of high-risk Al systems should be laid down consistently with Regulation (EC)
No 765/2008 of the European Parliament and of the Council 5 setting out the requirements for
accreditation and the market surveillance of products, Decision No 768/2008/EC of the European
Parliament and of the Council % on a common framework for the marketing of products and
Regulation (EU) 2019/1020 of the European Parliament and of the Council > on market surveillance
and compliance of products (‘New Legislative Framework for the marketing of products”).

YL HARNEIUATENBZ DV AT DGR IBITE LI ThonEmITHs T, &Y

SU BRI D~—rT (7 L B D IRFRO B ONTEARA W, FHRIEEC) No 339/93 2B IR
BN K OFEE220> 2008 4F7 A 9 H OMHHIEC) No 765/2008 (OJ L 218, 13.8.2008, p. 30).

2 WIS D~—rT 42 T DI OHGENSAI BT 5, KON, BFSIIE 93/465/EEC ZFE (-7 2Rk
INFEE R OB S0 2008 45 7 H 9 H DOPR7E No 768/2008/EC (0J L 218, 13.8.2008, p. 82).

5 B O TEAR L OVESESFICBE%, WONT, F545 2004/42/EC, HHI(EC) No 765/2008 K UV
HIJ(EU) No 305/2011 %t 1E3 2Rk M OS2 2019 4F 6 H 20 H OFHIEU) 2019/1020 (OJ L
169, 25.6.2019, p. 1-44)
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A7 Al VAT DTG EL CEF T —ERIHET A LB, TRIEE L TERSL
DRFTED HIRNFTATE AN E T A Z LN CTHD,

It is appropriate that a specific natural or legal person, defined as the provider, takes the responsibility
for the placing on the market or putting into service of a high-risk Al system, regardless of whether
that natural or legal person is the person who designed or developed the system.

PFL, B WS E AT Mas T, LB E AT A ser T DT LA R,
BHESCEAERL, T LT, BT RS AT LERITHRETHD, £ DI TEHE
BIHZOFHDT-DIZEIAY Al VAT L —E AT 2 TEREER Y, Zhuasm@tre
EXIT, FRFHORRMSIT ONZ 2001 TEBAEEADINES M OSHA Z I AT- BT, ERNL~ L
Tl TR~V CEARS A BB B AT AO—HE L T EE B AT MZEET5
REEEIR L OSEETED,

The provider should establish a sound quality management system, ensure the accomplishment of
the required conformity assessment procedure, draw up the relevant documentation and establish a
robust post-market monitoring system. Public authorities which put into service high-risk Al
systems for their own use may adopt and implement the rules for the quality management system as
part of the quality management system adopted at a national or regional level, as appropriate, taking
into account the specificities of the sector and the competences and organisation of the public
authority in question.

BNLEVE A O BHERFIRINIEO B A 32T 2 8O Z SRR ThLHEVAY Al
AT LN, ZORULEIMSIL TR IED VWA, F20T, e RIS
BB, Boris A O BRENED T CREFESN DO REESEE L, ZOHAIDHIZ
BT ONAIRMIE DOFFH BT _RETHY, 1>, BHEELOFITHAAEND Al T2
T L OB B A B P D LA R T & TH D,

Where a high-risk Al system that is a safety component of a product which is covered by a relevant
New Legislative Framework sectorial legislation is not placed on the market or put into service
independently from the product, the manufacturer of the final product as defined under the relevant
New Legislative Framework legislation should comply with the obligations of the provider
established in this Regulation and notably ensure that the Al system embedded in the final product
complies with the requirements of this Regulation.

ZOMBNDB a2 T RTREL 95720, KON, TEHE DT DI/ a AR 5720,

o, TN AR AIREL 52 O B2 D TEREA BB AT B, & TOWIWD

TZERWT, BNMEAPITHLEZS DR TOED, YRITHL, Al AT AOESFICRET

DB T OIFREAARME CELZEAMER T HZENEHE TH D, vz, BNESH
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IZBWTENLDED Al VAT LHFIH ATRELSIVARNT, B AZEE D FFESIUS RS
=13, BOMEEOIMHLE AL STRAEE T, EHEIZEDTHEHILD, ROMNEE IS ZD
OHEBROH LB ZRET NETHD,

To enable enforcement of this Regulation and create a level-playing field for operators, and taking
into account the different forms of making available of digital products, it is important to ensure that,
under all circumstances, a person established in the Union can provide authorities with all the
necessary information on the compliance of an Al system. Therefore, prior to making their Al
systems available in the Union, where an importer cannot be identified, providers established outside
the Union shall, by written mandate, appoint an authorised representative established in the Union.

HNLEPSEA D EAIFRNIR->TC, IERSLENZER T 572D, KUY, ZhboBERS |
TR IDIER OB TS D723, BAFEE M OUESES O L 72 Bt I | A
(X DRI DFBE D ED HNDHRETHD,

In line with New Legislative Framework principles, specific obligations for relevant economic
operators, such as importers and distributors, should be set to ensure legal certainty and facilitate
regulatory compliance by those relevant operators.

Al 27 LOMEE, W, FEEEOREIZIITD Al AT AOMREDE E/ B A R
T REVFNELBRESTAH0E 50, Al 2T LOFFHEBHRL ThIFD LM U
TeMERNZ R DUARI IZE A, FIREORRIOETAEDHZENHEYIThHD, E0biT, Fl
FEL, A LR RIS TEY A7 Al S AT AR RETHY, £z, 2D Al A
T LAOBBOEAUEIL, KO, SEROMERHZEL, ERELSNDO—EDFHN LD
EOLINDHRETHD,

Given the nature of Al systems and the risks to safety and fundamental rights possibly associated
with their use, including as regard the need to ensure proper monitoring of the performance of an Al
system in a real-life setting, it is appropriate to set specific responsibilities for users. Users should in
particular use high-risk Al systems in accordance with the instructions of use and certain other
obligations should be provided for with regard to monitoring of the functioning of the Al systems
and with regard to record-keeping, as appropriate.

Z ORISR CHREER Y I EBIOIEFE I ThN AR EFRE, TOMIRO T TZD Al
VAT LNERSINS BARNEITIEN, 1TBERE, SR LIRS Al > A7 OFH
B CHHZLEETDHIENEETHD,

Itis appropriate to envisage that the user of the Al system should be the natural or legal person, public

authority, agency or other body under whose authority the Al system is operated except where the
410



L EMMEEE 68 57 (2021 4F 11 A)
use is made in the course of a personal non-professional activity.

(60) N THMREDMILEEHDOBEMIZRRL L, BRET 25 =3, KR, Y7 =T, V7]\‘7:J:7"‘/
— VRO R = b, FRNCHIRES =TT VR OT — 2 DOGE L UGB 5375
F, F21E, RN —7—E 20 L, ZoHA ﬁé/X%ﬁ’%zﬁ_}%ﬂ%@%ﬁﬁﬁ
THTEEFHIAREL T DT DT %&U%I FELDORIT, £, ZOMANZHESNCGE
TONOHEHERDHAMEIL DT, Lo~ <K/ 1 T & ThHD,

In the light of the complexity of the artificial intelligence value chain, relevant third parties, notably
the ones involved in the sale and the supply of software, software tools and components, pre-trained
models and data, or providers of network services, should cooperate, as appropriate, with providers
and users to enable their compliance with the obligations under this Regulation and with competent
authorities established under this Regulation.

(61) HEHELIL, ZOMHAIDBSFAMeR T 5720, $RHEE e L CHAOZ iR 244t 5 L
W) BB A R & TH D, NS L O RE2OHIHI(EU) No 1025/2012%0H:
TEHRSAIV TS LS HAEAEDOES A, ZORADOEFO T R AR RS
T2DDTFED 1 O THHRETHD, 12771, FRINEERT, A S B e
L2V R X257 5 B3 T it@@&mﬁﬁ%%i‘ﬂﬂf SN

Standardisation should play a key role to provide technical solutions to providers to ensure
compliance with this Regulation. Compliance with harmonised standards as defined in Regulation
(EU) No 1025/2012 of the European Parliament and of the Council > should be a means for
providers to demonstrate conformity with the requirements of this Regulation. However, the
Commission could adopt common technical specifications in areas where no harmonised standards
exist or where they are insufficient.

(62) =UAZ Al VAT LD NSV DIEFMEE RS D720, TNHDT AT AT, Zhb0
AT LT TEDVEI T —E RSNSOI, WA IR T2 ~&ETHD,

In order to ensure a high level of trustworthiness of high-risk Al systems, those systems should be
subject to a conformity assessment prior to their placing on the market or putting into service.

S ERINEAHEYE %, PSRN 89/686/EEC M UHHEHAFES 93/15/EEC, KNGS M OHIH
/\@?‘a Q4/9/EC, $54F 94/25/EC, F54F 95/16/EC, F54F 97/23/EC, F54 98/34/EC, F54 2004/22/EC,
45 2007/23/EC, 545 2009/23/EC K OMES 2009/105/EC A IIEL, FlgAiE 87/95/EEC, MM
A&Uﬁ%@ﬁw_ No 1673/2006/EC ZFg -3 AR i K O g2 2012 47 10 A 25 HO#HI
(EU) No 1025/2012 (OJ L. 316, 14.11.2012, p. 12).
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It is appropriate that, in order to minimise the burden on operators and avoid any possible duplication,
for high-risk Al systems related to products which are covered by existing Union harmonisation
legislation following the New Legislative Framework approach, the compliance of those Al systems
with the requirements of this Regulation should be assessed as part of the conformity assessment
already foreseen under that legislation. The applicability of the requirements of this Regulation
should thus not affect the specific logic, methodology or general structure of conformity assessment
under the relevant specific New Legislative Framework legislation. This approach is fully reflected
in the interplay between this Regulation and the [Machinery Regulation]. While safety risks of Al
systems ensuring safety functions in machinery are addressed by the requirements of this Regulation,
certain specific requirements in the [Machinery Regulation] will ensure the safe integration of the
Al system into the overall machinery, so as not to compromise the safety of the machinery asawhole.
The [Machinery Regulation] applies the same definition of Al system as this Regulation.

(64) BLHDLERNED BN IBIT DT LRTEFIRERER O LIRS R, KO, BRI 5
VA D FIL DM EE A, D7 b, ZORBIOBEHDHEHIDOT =— KT\ TE, fhi
ERTETDHLDOLSNDEIARY Al VAT LD =i Sl O i FiH A HR 352 &
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DEED F T, TOFRMEIZL > TH TSNDHRETHD, TOME—DFIINE, ADVE—
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RETHD,

Given the more extensive experience of professional pre-market certifiers in the field of product
safety and the different nature of risks involved, it is appropriate to limit, at least in an initial phase
of application of this Regulation, the scope of application of third-party conformity assessment for
high-risk Al systems other than those related to products. Therefore, the conformity assessment of

such systems should be carried out as a general rule by the provider under its own responsibility,
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with the only exception of Al systems intended to be used for the remote biometric identification of
persons, for which the involvement of a notified body in the conformity assessment should be
foreseen, to the extent they are not prohibited.

(65) ADVE—MEAERESGHB DT DIFIHSNOZEEZEIXT 2D Al T AT DT DH =
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In order to carry out third-party conformity assessment for Al systems intended to be used for the
remote biometric identification of persons, notified bodies should be designated under this
Regulation by the national competent authorities, provided they are compliant with a set of
requirements, notably on independence, competence and absence of conflicts of interests.

(66) RIIHAFEASIIEIZ > TR &2 DRI B 2 K& AT L WA LS -
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In line with the commonly established notion of substantial modification for products regulated by
Union harmonisation legislation, it is appropriate that an Al system undergoes a hew conformity
assessment whenever a change occurs which may affect the compliance of the system with this
Regulation or when the intended purpose of the system changes. In addition, as regards Al systems
which continue to ‘learn’ after being placed on the market or put into service (i.e. they automatically
adapt how functions are carried out), it is necessary to provide rules establishing that changes to the
algorithm and its performance that have been pre-determined by the provider and assessed at the
moment of the conformity assessment should not constitute a substantial modification.

(67) mUAZ Al AT L, EDVAT LHPENTEGNIZIBNCORR<BEITE 91275
728, ZDOVAT ARZOMANIEE L TWAIEEFRRT D720 CE v—/% 13 &
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ZOHL TFARBA0,

High-risk Al systems should bear the CE marking to indicate their conformity with this Regulation
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so that they can move freely within the internal market. Member States should not create unjustified
obstacles to the placing on the market or putting into service of high-risk Al systems that comply
with the requirements laid down in this Regulation and bear the CE marking.

—TEDLED FIZRBUNT, S Hiiofad e ML, ADORSEEL VZ2e212E-C,
ZLC, BRI ESTEETHVES, £ LT, ANIORZE- T HIRAD A M OME:
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FFRIUASDZ LN T D,

Under certain conditions, rapid availability of innovative technologies may be crucial for health and
safety of persons and for society as a whole. It is thus appropriate that under exceptional reasons of
public security or protection of life and health of natural persons and the protection of industrial and
commercial property, Member States could authorise the placing on the market or putting into
service of Al systems which have not undergone a conformity assessment.

N THBED I 31T DIRINE B M ORERIE DA R D728, EL T, AT
[ 7o RIS 578, BEFO B d DR s A S N A PRI 28 H i
ShE BT AEY R Al AT LLSNDEY AT Al AT AOFEE L, FORMEE O]
A7 Al VAT W, BINEB S I CRRESH, EEEFSID EU D7 — 2R — R T8
FETDILEERINDREITHD, BINEERIT, INGES K OEFESOHHIEV)
2018/17255( 206, WihT —H_R—ADEHE LT RETHD, TDOT —H_X—AD L
BB A9 D720, BUEOES, Z0T —Z_X—ZADORE T, FINEESICLD
HERE EOHAR DR E R OMSLO B 2 G0 D& T D,

In order to facilitate the work of the Commission and the Member States in the artificial intelligence
field as well as to increase the transparency towards the public, providers of high-risk Al systems
other than those related to products falling within the scope of relevant existing Union harmonisation
legislation, should be required to register their high-risk Al systemina EU database, to be established
and managed by the Commission. The Commission should be the controller of that database, in
accordance with Regulation (EU) 2018/1725 of the European Parliament and of the Council *®. In
order to ensure the full functionality of the database, when deployed, the procedure for setting the
database should include the elaboration of functional specifications by the Commission and an
independent audit report.

5 WRMREEGORERE, Fkk, SR ORI EDBEAT —Z DOAFEEBET 5 B R ADOREIZ RS
DAFNZZE DT —Z DR 72\ NEENZEE 35, MONZ, #IHIEC) No 45/2001 & ONVRE No 1247/
2002/EC % BEIETDERMBES M OEEF20> 2018 4F 10 A 23 HOHHIEU) 2018/1725 (OJ L 295,
21.11.2018, p. 39)
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Certain Al systems intended to interact with natural persons or to generate content may pose specific
risks of impersonation or deception irrespective of whether they qualify as high-risk or not. In certain
circumstances, the use of these systems should therefore be subject to specific transparency
obligations without prejudice to the requirements and obligations for high-risk Al systems. In
particular, natural persons should be notified that they are interacting with an Al system, unless this
is obvious from the circumstances and the context of use. Moreover, natural persons should be
notified when they are exposed to an emotion recognition system or a biometric categorisation
system. Such information and notifications should be provided in accessible formats for persons
with disabilities. Further, users, who use an Al system to generate or manipulate image, audio or
video content that appreciably resembles existing persons, places or events and would falsely appear
to a person to be authentic, should disclose that the content has been artificially created or
manipulated by labelling the artificial intelligence output accordingly and disclosing its artificial
origin.

(7)) NTEIREIE, BT DHAT 8 L O e 22 R L AT AR E DR & & MR L DD,
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TC, EH Al AT AOBRE K OSRER A RET H7- O OIEED N THEEY VR Ry
REAER D EDHERSN D RETHD,

Artificial intelligence is a rapidly developing family of technologies that requires novel forms of
regulatory oversight and a safe space for experimentation, while ensuring responsible innovation

and integration of appropriate safeguards and risk mitigation measures. To ensure a legal framework
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that is innovation-friendly, future-proof and resilient to disruption, national competent authorities
from one or more Member States should be encouraged to establish artificial intelligence regulatory
sandboxes to facilitate the development and testing of innovative Al systems under strict regulatory
oversight before these systems are placed on the market or otherwise put into service.

EEVURR Y7 AD B, ZOMENR OWRMELE K OWERRIE O fth oo BEREN T4 HT
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PURRY I ADFEE, K, O RiR 7 ADEAZ B 592 BhEERED MO W 100
72O ORI BT 2B O R EE EHHZENHEYITH D, ZOFANL, HHIEV)
2016/679 D5 6 4555 4 TEMUHHAIEU) 2018/1725 D5 6 S&ITIA-T, 70, FEH(EV)
2016/680 D 4 55 2 AL HZL72K, ALVEEY LV RARy 7 2D, A ORI R
FH—ED Al VAT LOBFEDT, BID BEIOT-DIIESNAEANT —FZ OFHIC
B 2IER A D H_ETHD, Yo Ry 7 ZANDBRSE K NFERO RN A UASH 224
K ORI MR D @Y AY ZAERIT 57280, U Ry I A~DSIIE X, TbsHE
FROBHEBIDFEXNED Z &, KO, o Dii A TEI T LG A% &Y, i
U2 BREREeR L, 1>, TREHETRDO BB - ~&Th 5, BHI(EU) 2016/679
D 83 5555 2 THI UM (EV) 2016/680 (D 57 SRIZ IS TBEENNZ 20 E 90 Wiets
MEIRDH RGN AW DEE, Yo RR o7 ARSI DBNIIE O TN BB ANSILD
RETHD,

The objectives of the regulatory sandboxes should be to foster Al innovation by establishing a
controlled experimentation and testing environment in the development and pre-marketing phase
with a view to ensuring compliance of the innovative Al systems with this Regulation and other
relevant Union and Member States legislation; to enhance legal certainty for innovators and the
competent authorities’ oversight and understanding of the opportunities, emerging risks and the
impacts of Al use, and to accelerate access to markets, including by removing barriers for small and
medium enterprises (SMES) and start-ups. To ensure uniform implementation across the Union and
economies of scale, it is appropriate to establish common rules for the regulatory sandboxes’
implementation and a framework for cooperation between the relevant authorities involved in the
supervision of the sandboxes. This Regulation should provide the legal basis for the use of personal
data collected for other purposes for developing certain Al systems in the public interest within the
Al regulatory sandbox, in line with Article 6(4) of Regulation (EU) 2016/679, and Article 6 of
Regulation (EU) 2018/1725, and without prejudice to Article 4(2) of Directive (EU) 2016/680.

Participants in the sandbox should ensure appropriate safeguards and cooperate with the competent
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authorities, including by following their guidance and acting expeditiously and in good faith to
mitigate any high-risks to safety and fundamental rights that may arise during the development and
experimentation in the sandbox. The conduct of the participants in the sandbox should be taken into
account when competent authorities decide whether to impose an administrative fine under Article
83(2) of Regulation 2016/679 and Article 57 of Directive 2016/680.

HAITESH AR O T 2720, Al VAT L0/ N HR IS K ORI FHE ORI h R
(BRI ANSNDZENHEETH D, €D AIIOT=OIZ, WERRENE, 78k OMEH
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In order to promote and protect innovation, it is important that the interests of small-scale providers
and users of Al systems are taken into particular account. To this objective, Member States should
develop initiatives, which are targeted at those operators, including on awareness raising and
information communication. Moreover, the specific interests and needs of small-scale providers
shall be taken into account when Notified Bodies set conformity assessment fees. Translation costs
related to mandatory documentation and communication with authorities may constitute a
significant cost for providers and other operators, notably those of a smaller scale. Member States
should possibly ensure that one of the languages determined and accepted by them for relevant
providers’ documentation and for communication with operators is one which is broadly understood
by the largest possible number of cross-border users.

TR DAL OSREROD K AN LD FEE~DIAY T =~ MU 5728, W,
ZORANZ I T AARIE L O T D2 LRI T D10, BIINZEER
SR ORERENZ LS TENL L E DY EU LUV TRRITHNS Al 20T~ R 7Tk
A2, BRINT SV g~ 7 1 ONC iR Bt K OVEBRiEa X, N iTRE T
X, ZOHBIOSEE ZHRT RETH D, ZIDZIE OIS M OMHESHERR S O #
PIZRBWT, Znbld, FRE R USRSk L, E0bls, Bl B OB B3z
LSS,

In order to minimise the risks to implementation resulting from lack of knowledge and expertise in
the market as well as to facilitate compliance of providers and notified bodies with their obligations

under this Regulation, the Al-on demand platform, the European Digital Innovation Hubs and the
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Testing and Experimentation Facilities established by the Commission and the Member States at
national or EU level should possibly contribute to the implementation of this Regulation. Within
their respective mission and fields of competence, they may provide in particular technical and
scientific support to providers and notified bodies.

(75) BHEdAERNESFEANRCIDRT DN, F0E, ARSI, 0, LiRME SR AT
EOE RO &H B F 7 TGRSR EFR I 33 U DRk A7 9k, 7 v
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20171746 |ZXDEHHERO BT IBIT HEMZ S0, BRI X NS E 5t
DEFEMNEIUTEE T 5,

It is appropriate that the Commission facilitates, to the extent possible, access to Testing and
Experimentation Facilities to bodies, groups or laboratories established or accredited pursuant to any
relevant Union harmonisation legislation and which fulfil tasks in the context of conformity
assessment of products or devices covered by that Union harmonisation legislation. This is notably
the case for expert panels, expert laboratories and reference laboratories in the field of medical
devices pursuant to Regulation (EU) 2017/745 and Regulation (EU) 2017/746.

(76) ZOHRIDFHIHT, T >HEEMD LT FEEE RS\ 5720, BN THREZER
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ZERTEE LRI 22850, ZERI, ZROFMBRORE BT oMEE
BHINETHD,

In order to facilitate a smooth, effective and harmonised implementation of this Regulation a
European Avrtificial Intelligence Board should be established. The Board should be responsible for a
number of advisory tasks, including issuing opinions, recommendations, advice or guidance on
matters related to the implementation of this Regulation, including on technical specifications or
existing standards regarding the requirements established in this Regulation and providing advice to
and assisting the Commission on specific questions related to artificial intelligence.

(77) HERENT, ZORAIOMEMH K OFITIZIN T, #Eeo&kE s>, ZosUZEL, S
[EiE, ZOBRNOBEH M OFEEAREAT2 BRIDT20IT, 1 F2l 3RO HERDHS
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Member States hold a key role in the application and enforcement of this Regulation. In this respect,
each Member State should designate one or more national competent authorities for the purpose of
supervising the application and implementation of this Regulation. In order to increase organisation
efficiency on the side of Member States and to set an official point of contact vis-a-vis the public and
other counterparts at Member State and Union levels, in each Member State one national authority
should be designated as national supervisory authority.

EAT Al VAT LOSREE D, TORMED Al VAT DEWET DHIZDDEVAY Al
27 LOFNFF N R OBRFR O 7 a v 25 EEIC AL L, F171E, HVEDHRIE
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W26 PR Uk T2 Al S AT LSSEUDZ DR A7 DN LOREERAD O L
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AT DORNANSE T DERIA LT U MR TEAR MR 2 (T D ENE R O
PR e A EOOE S A B St L TS T 270 DV AT LERIT HZ LG BRRS D
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In order to ensure that providers of high-risk Al systems can take into account the experience on the
use of high-risk Al systems for improving their systems and the design and development process or
can take any possible corrective action in a timely manner, all providers should have a post-market
monitoring system in place. This system is also key to ensure that the possible risks emerging from
Al systems which continue to ‘learn” after being placed on the market or put into service can be more
efficiently and timely addressed. In this context, providers should also be required to have a system
in place to report to the relevant authorities any serious incidents or any breaches to national and
Union law protecting fundamental rights resulting from the use of their Al systems.

RN AHE G T D Z DA E D 2B K OFEHE DI G117 D ST T2 R
T5728, HRIEU) 2019/1020 |1ZJ> TRRIT BV BT T RE A FOHI L X,

ZDOEFRZDWTHEASNDRETH D, TOMLBEDOTDITNE L X, VRV
D, FEA MR R DR k0D 1 A AR 2 [ N TR 7 1 X ENAT
HGERRD F72, ZOHANZEED W TSI SEEA~D T 7R 5 D RETHD,

In order to ensure an appropriate and effective enforcement of the requirements and obligations set
out by this Regulation, which is Union harmonisation legislation, the system of market surveillance
and compliance of products established by Regulation (EU) 2019/1020 should apply in its entirety.
Where necessary for their mandate, national public authorities or bodies, which supervise the
application of Union law protecting fundamental rights, including equality bodies, should also have
access to any documentation created under this Regulation.
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SR —E R BT ARINE A OSIIENE, PSSR VAV EEOHE, WONZ, Al &~
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4 2013/36/EURD T CHIIZ321F 515 FIFSEI Zii H nTREZBUE L O R0 — B4 S
K572, EAMEHETRE M OMREE OV 2/ &ML BIR2T6 Lo3%, mintik
B R O V6754, F54 2013/36/EU [ ZHASEHFO 3 KR O Fi O ITHia 52
EWNEYITdnD, EEARETHI-D, F54 2013/36/EU (2L CHfkIZ 21 515 ISR O3
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Union legislation on financial services includes internal governance and risk management rules and
requirements which are applicable to regulated financial institutions in the course of provision of
those services, including when they make use of Al systems. In order to ensure coherent application
and enforcement of the obligations under this Regulation and relevant rules and requirements of the
Union financial services legislation, the authorities responsible for the supervision and enforcement
of the financial services legislation, including where applicable the European Central Bank, should
be designated as competent authorities for the purpose of supervising the implementation of this
Regulation, including for market surveillance activities, as regards Al systems provided or used by
regulated and supervised financial institutions. To further enhance the consistency between this
Regulation and the rules applicable to credit institutions regulated under Directive 2013/36/EU of
the European Parliament and of the Council %, it is also appropriate to integrate the conformity
assessment procedure and some of the providers’ procedural obligations in relation to risk
management, post marketing monitoring and documentation into the existing obligations and
procedures under Directive 2013/36/EU. In order to avoid overlaps, limited derogations should also
be envisaged in relation to the quality management system of providers and the monitoring
obligation placed on users of high-risk Al systems to the extent that these apply to credit institutions
regulated by Directive 2013/36/EU.

EUZZ Al AT LLISND Al 3 2T ZINZOHBIO B 2 e TR S A Z ST, RN
HEWIZBIT A ERENEDHD N THEED K&/ A EESD, FEESVAY Al VAT 2O
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2002/87/EC #eIEL, 575 2006/48/EC K UMET 2006/49/EC 7 J5é 113 D IRMa= K UL g
D 201346 H 26 HDFE4 2013/36/EU (OJ L 176, 27.6.2013, p. 338).
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The development of Al systems other than high-risk Al systems in accordance with the requirements
of this Regulation may lead to a larger uptake of trustworthy artificial intelligence in the Union.
Providers of non-high-risk Al systems should be encouraged to create codes of conduct intended to
foster the voluntary application of the mandatory requirements applicable to high-risk Al systems.
Providers should also be encouraged to apply on a voluntary basis additional requirements related,
for example, to environmental sustainability, accessibility to persons with disability, stakeholders’
participation in the design and development of Al systems, and diversity of the development teams.
The Commission may develop initiatives, including of a sectorial nature, to facilitate the lowering
of technical barriers hindering cross-border exchange of data for Al development, including on data
access infrastructure, semantic and technical interoperability of different types of data.

(82) ZDHIANHESTIHEEI AT THY, Z LT, ZOHANTED HEY DA Bk S0 il

EaEBHET D Al AT LN, EITHRE, THHIE N E T —E RSN DERIC

ETHHIENEETHD, ZOHIZEIRT 5720, BNES X OBRFSOHFS
2001/95/ECY 3224l L G HE U5,

It is important that Al systems related to products that are not high-risk in accordance with this
Regulation and thus are not required to comply with the requirements set out herein are nevertheless
safe when placed on the market or put into service. To contribute to this objective, the Directive
2001/95/EC of the European Parliament and of the Council > would apply as a safety net.

(83) FRIMEEL L ONENL~ L ORESHEIR O & DB ISR Tt b R A2 W A e
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In order to ensure trustful and constructive cooperation of competent authorities on Union and
national level, all parties involved in the application of this Regulation should respect the

ST BEEDD— 72 22 M BT AR NS K OBEE22 0D 2001 4F 12 A 3 HOFE4 2001/95/EC (OJ
L 11, 15.1.2002, p. 4).
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confidentiality of information and data obtained in carrying out their tasks.
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Member States should take all necessary measures to ensure that the provisions of this Regulation
are implemented, including by laying down effective, proportionate and dissuasive penalties for their
infringement. For certain specific infringements, Member States should take into account the
margins and criteria set out in this Regulation. The European Data Protection Supervisor should
have the power to impose fines on Union institutions, agencies and bodies falling within the scope
of this Regulation.
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In order to ensure that the regulatory framework can be adapted where necessary, the power to adopt
acts in accordance with Article 290 TFEU should be delegated to the Commission to amend the
techniques and approaches referred to in Annex | to define Al systems, the Union harmonisation
legislation listed in Annex II, the high-risk Al systems listed in Annex 111, the provisions regarding
technical documentation listed in Annex IV, the content of the EU declaration of conformity in
Annex V, the provisions regarding the conformity assessment procedures in Annex VI and VIl and
the provisions establishing the high-risk Al systems to which the conformity assessment procedure
based on assessment of the quality management system and assessment of the technical

% 0JL123,125.2016,p. 1.
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documentation should apply. It is of particular importance that the Commission carry out appropriate
consultations during its preparatory work, including at expert level, and that those consultations be
conducted in accordance with the principles laid down in the Interinstitutional Agreement of 13
April 2016 on Better Law-Making . In particular, to ensure equal participation in the preparation
of delegated acts, the European Parliament and the Council receive all documents at the same time
as Member States’ experts, and their experts systematically have access to meetings of Commission
expert groups dealing with the preparation of delegated acts.

ZOHRNDFEREDT= D Dffs— IR SN2 R T DT, FEEMEIRIE, FMINZEBSITHL T
B2 5N _ETHD, TIHOMERIT, BINES K OBEESOHIHIEU) No 182/2011%(2
W THHES D RETHD,

In order to ensure uniform conditions for the implementation of this Regulation, implementing
powers should be conferred on the Commission. Those powers should be exercised in accordance
with Regulation (EU) No 182/2011 of the European Parliament and of the Council *°.

ZOMAND B FIIAEREIZ > Ul S ST, ZOTREIO L O ED P
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Since the objective of this Regulation cannot be sufficiently achieved by the Member States and can
rather, by reason of the scale or effects of the action, be better achieved at Union level, the Union
may adopt measures in accordance with the principle of subsidiarity as set out in Article 5 TEU. In
accordance with the principle of proportionality as set out in that Article, this Regulation does not go
beyond what is necessary in order to achieve that objective.

ZOHANL, [OP—% 85 FKITEDHID HEFHAL TLIESW Gl SN A RETHD,
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ORI 3 AR OSSN D RETHD, AT, HEkE, 17EEE D,
HEA B DIEE ED, FINEB AR CENEBAT RETHY, 7>, ZORAID
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TED DR L OB 2011 422 H 16 HOFIHI(EU) No 182/2011 (OJ L 55, 28.2.2011, p. 13)
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This Regulation should apply from ... [OP— please insert the date established in Art. 85]. However,
the infrastructure related to the governance and the conformity assessment system should be
operational before that date, therefore the provisions on notified bodies and governance structure
should apply from ... [OP — please insert the date — three months following the entry into force of
this Regulation]. In addition, Member States should lay down and notify to the Commission the
rules on penalties, including administrative fines, and ensure that they are properly and effectively
implemented by the date of application of this Regulation. Therefore the provisions on penalties
should apply from [OP — please insert the date — twelve months following the entry into force of this
Regulation].

BRIN T — S PR B M O 7 — 2R B3, HIHIEV) 2018/1725 D 42 5:5 2
> THREL, [ \CE a4 L,

The European Data Protection Supervisor and the European Data Protection Board were consulted
in accordance with Article 42(2) of Regulation (EU) 2018/1725 and delivered an opinion on[...]".

UULDEBTHLHDT, ZOHANEEIRT%:

HAVE ADOPTED THIS REGULATION:
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Title | General Provisions

E1IE HREH
Article 1 Subject matter
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() THDEAL OB DHIE,

This Regulation lays down:

(@ harmonised rules for the placing on the market, the putting into service and the use of artificial
intelligence systems (“Al systems’) in the Union;

(b) prohibitions of certain artificial intelligence practices;

(c) specific requirements for high-risk Al systems and obligations for operators of such systems;

(d) harmonised transparency rules for Al systems intended to interact with natural persons,
emotion recognition systems and biometric categorisation systems, and Al systems used to
generate or manipulate image, audio or video content;

(e) rules on market monitoring and surveillance.

25 HEFR%EE
Article 2 Scope

1

ZOBHNE, LLFOFIZHL Gl fisihs:

@ FNOOFRME DA IS E S DD = ENICHLEEZS DTS, BR
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(b) FRMEAPNIZHD Al AT LOFHE

© FDOVATLNSERSNAHMINEENIZB W CTHIFSNDSA, F=ENIZ
HD Al VAT LOFME R OF IR,

This Regulation applies to:
(@ providers placing on the market or putting into service Al systems in the Union, irrespective of

whether those providers are established within the Union or in a third country;
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(b) users of Al systems located within the Union;
() providersand users of Al systems that are located in a third country, where the output produced
by the system is used in the Union;

PUF O T 2O AFHNICHY, BUGE LTS AT AL MR ETE ThH DRV AY
Al 227 LFEAITFN AERPEL LTS AT L THHEV A7 Al A7 LITEL T,
ZOHRNDH 84 2O HD TSNS

() HHI(EC) 300/2008;

(b) HHI(EU) No 167/2013;

(© HHIEU) No 168/2013;

(d) F54 2014/90/EU;

() F54(EV)2016/797;

(H  HHIEU) 2018/858;

(9) HHIEU)2018/1139;

(h) HHIEV) 2019/2144,

For high-risk Al systems that are safety components of products or systems, or which are themselves
products or systems, falling within the scope of the following acts, only Article 84 of this Regulation
shall apply:

(@ Regulation (EC) 300/2008;

(b) Regulation (EU) No 167/2013;

(©) Regulation (EU) No 168/2013;

(d) Directive 2014/90/EU;

(e) Directive (EU) 2016/797,

(H Regulation (EU) 2018/858;

(99 Regulation (EU) 2018/1139;

(h) Regulation (EU) 2019/2144.

ZOBIANT, FOEMIBIFEEIIFIASND Al AT KR TEAL TUIZRBR0 Y,
This Regulation shall not apply to Al systems developed or used exclusively for military purposes.
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This Regulation shall not apply to public authorities in a third country nor to international
organisations falling within the scope of this Regulation pursuant to paragraph 1, where those
authorities or organisations use Al systems in the framework of international agreements for law
enforcement and judicial cooperation with the Union or with one or more Member States.
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This Regulation shall not affect the application of the provisions on the liability of intermediary
service providers set out in Chapter 11, Section IV of Directive 2000/31/EC of the European
Parliament and of the Council ® [as to be replaced by the corresponding provisions of the Digital
Services Act].

EIE B
Atrticle 3 Definitions
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For the purpose of this Regulation, the following definitions apply:

(1) ‘artificial intelligence system’ (Al system) means software that is developed with one or more
of the techniques and approaches listed in Annex | and can, for a given set of human-defined
objectives, generate outputs such as content, predictions, recommendations, or decisions
influencing the environments they interact with;

(2) ‘provider’ means a natural or legal person, public authority, agency or other body that develops
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an Al system or that has an Al system developed with a view to placing it on the market or
putting it into service under its own name or trademark, whether for payment or free of charge;

(3) ‘small-scale provider’ means a provider that is a micro or small enterprise within the meaning
of Commission Recommendation 2003/361/EC ©;

(4) ‘user’ means any natural or legal person, public authority, agency or other body using an Al
system under its authority, except where the Al system is used in the course of a personal non-
professional activity;

(5) ‘authorised representative’ means any natural or legal person established in the Union who has
received a written mandate from a provider of an Al system to, respectively, perform and carry
out on its behalf the obligations and procedures established by this Regulation;

(6) ‘importer’ means any natural or legal person established in the Union that places on the market
or puts into service an Al system that bears the name or trademark of a natural or legal person
established outside the Union;

(7) ‘distributor’ means any natural or legal person in the supply chain, other than the provider or
the importer, that makes an Al system available on the Union market without affecting its
properties;

(8) ‘operator’ means the provider, the user, the authorised representative, the importer and the
distributor;

(9) ‘“placing on the market’ means the first making available of an Al system on the Union market;

(10) ‘making available on the market’ means any supply of an Al system for distribution or use on
the Union market in the course of a commercial activity, whether in return for payment or free
of charge;

(11) ‘putting into service’ means the supply of an Al system for first use directly to the user or for
own use on the Union market for its intended purpose;

(12) ‘intended purpose’ means the use for which an Al system is intended by the provider, including
the specific context and conditions of use, as specified in the information supplied by the
provider in the instructions for use, promotional or sales materials and statements, as well as in
the technical documentation;

(13) ‘reasonably foreseeable misuse’ means the use of an Al system in a way that is not in
accordance with its intended purpose, but which may result from reasonably foreseeable
human behaviour or interaction with other systems;

(14) ‘safety component of a product or system’ means a component of a product or of a system
which fulfils a safety function for that product or system or the failure or malfunctioning of
which endangers the health and safety of persons or property;

(15) ‘instructions for use’ means the information provided by the provider to inform the user of in
particular an Al system’s intended purpose and proper use, inclusive of the specific
geographical, behavioural or functional setting within which the high-risk Al system is
intended to be used;

(16) ‘recall of an Al system’” means any measure aimed at achieving the return to the provider of an
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Al system made available to users;

(17) ‘withdrawal of an Al system’ means any measure aimed at preventing the distribution, display
and offer of an Al system;

(18) ‘performance of an Al system’ means the ability of an Al system to achieve its intended
purpose;

(19) ‘notifying authority’ means the national authority responsible for setting up and carrying out
the necessary procedures for the assessment, designation and notification of conformity
assessment bodies and for their monitoring;

(20) ‘conformity assessment’ means the process of verifying whether the requirements set out in
Title 111, Chapter 2 of this Regulation relating to an Al system have been fulfilled;

(21) ‘conformity assessment body’ means a body that performs third-party conformity assessment
activities, including testing, certification and inspection;

(22) ‘notified body’ means a conformity assessment body designated in accordance with this
Regulation and other relevant Union harmonisation legislation;

(23) ‘substantial modification’ means a change to the Al system following its placing on the market
or putting into service which affects the compliance of the Al system with the requirements set
out in Title 111, Chapter 2 of this Regulation or results in a modification to the intended purpose
for which the Al system has been assessed;

(24) ‘CE marking of conformity’ (CE marking) means a marking by which a provider indicates
that an Al system is in conformity with the requirements set out in Title I1l, Chapter 2 of this
Regulation and other applicable Union legislation harmonising the conditions for the marketing
of products (‘Union harmonisation legislation’) providing for its affixing;

(25) post-market monitoring” means all activities carried out by providers of Al systems to
proactively collect and review experience gained from the use of Al systems they place on the
market or put into service for the purpose of identifying any need to immediately apply any
necessary corrective or preventive actions;

(26) “market surveillance authority’ means the national authority carrying out the activities and
taking the measures pursuant to Regulation (EU) 2019/1020;

(27) ‘harmonised standard’ means a European standard as defined in Article 2(1)(c) of Regulation
(EU) No 1025/2012;

(28) ‘common specifications’ means a document, other than a standard, containing technical
solutions providing a means to, comply with certain requirements and obligations established
under this Regulation;

(29) ‘training data’ means data used for training an Al system through fitting its learnable
parameters, including the weights of a neural network;

(30) ‘validation data’ means data used for providing an evaluation of the trained Al system and for
tuning its non-learnable parameters and its learning process, among other things, in order to
prevent overfitting; whereas the validation dataset can be a separate dataset or part of the

training dataset, either as a fixed or variable split;
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(31) ‘testing data’ means data used for providing an independent evaluation of the trained and
validated Al system in order to confirm the expected performance of that system before its
placing on the market or putting into service;

(32) ‘input data’ means data provided to or directly acquired by an Al system on the basis of which
the system produces an output;

(33) ‘biometric data’ means personal data resulting from specific technical processing relating to
the physical, physiological or behavioural characteristics of a natural person, which allow or
confirm the unique identification of that natural person, such as facial images or dactyloscopic
data;

(34) ‘emotion recognition system’ means an Al system for the purpose of identifying or inferring
emations or intentions of natural persons on the basis of their biometric data;

(35) ‘biometric categorisation system’ means an Al system for the purpose of assigning natural
persons to specific categories, such as sex, age, hair colour, eye colour, tattoos, ethnic origin or
sexual or political orientation, on the basis of their biometric data;

(36) ‘remote biometric identification system’ means an Al system for the purpose of identifying
natural persons at a distance through the comparison of a person’s biometric data with the
biometric data contained in a reference database, and without prior knowledge of the user of
the Al system whether the person will be present and can be identified ;

(37) ‘real-time’ remote biometric identification system’ means a remote biometric identification
system whereby the capturing of biometric data, the comparison and the identification all occur
without a significant delay. This comprises not only instant identification, but also limited short
delays in order to avoid circumvention.

(38)  “post’ remote biometric identification system’ means a remote biometric identification system
other than a ‘real-time’ remote biometric identification system;

(39) ‘publicly accessible space’ means any physical place accessible to the public, regardless of
whether certain conditions for access may apply;

(40) ‘law enforcement authority’ means:

(@ any public authority competent for the prevention, investigation, detection or prosecution
of criminal offences or the execution of criminal penalties, including the safeguarding
against and the prevention of threats to public security; or

(b) any other body or entity entrusted by Member State law to exercise public authority and
public powers for the purposes of the prevention, investigation, detection or prosecution
of criminal offences or the execution of criminal penalties, including the safeguarding
against and the prevention of threats to public security;

(41) ‘law enforcement’ means activities carried out by law enforcement authorities for the
prevention, investigation, detection or prosecution of criminal offences or the execution of
criminal penalties, including the safeguarding against and the prevention of threats to public
security;

(42) ‘national supervisory authority’ means the authority to which a Member State assigns the
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responsibility for the implementation and application of this Regulation, for coordinating the
activities entrusted to that Member State, for acting as the single contact point for the
Commission, and for representing the Member State at the European Artificial Intelligence
Board;
(43) ‘national competent authority’ means the national supervisory authority, the notifying authority
and the market surveillance authority;
(44) ‘“serious incident’ means any incident that directly or indirectly leads, might have led or might
lead to any of the following:
(@ the death of a person or serious damage to a person’s health, to property or the
environment,
(b) a serious and irreversible disruption of the management and operation of critical
infrastructure.
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The Commission is empowered to adopt delegated acts in accordance with Article 73 to amend the
list of techniques and approaches listed in Annex |, in order to update that list to market and
technological developments on the basis of characteristics that are similar to the techniques and
approaches listed therein.
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Title 1l Prohibited Artificial Intelligence Practices
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Article 5
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The following artificial intelligence practices shall be prohibited:
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the placing on the market, putting into service or use of an Al system that deploys subliminal
techniques beyond a person’s consciousness in order to materially distort a person’s behaviour
in a manner that causes or is likely to cause that person or another person physical or
psychological harm;
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the placing on the market, putting into service or use of an Al system that exploits any of the
vulnerabilities of a specific group of persons due to their age, physical or mental disability, in
order to materially distort the behaviour of a person pertaining to that group in a manner that
causes or is likely to cause that person or another person physical or psychological harm;
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the placing on the market, putting into service or use of Al systems by public authorities or on

their behalf for the evaluation or classification of the trustworthiness of natural persons over a

certain period of time based on their social behaviour or known or predicted personal or

personality characteristics, with the social score leading to either or both of the following:

() detrimental or unfavourable treatment of certain natural persons or whole groups thereof
in social contexts which are unrelated to the contexts in which the data was originally
generated or collected;

(i) detrimental or unfavourable treatment of certain natural persons or whole groups thereof
that is unjustified or disproportionate to their social behaviour or its gravity;
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the use of ‘real-time’ remote biometric identification systems in publicly accessible spaces for

the purpose of law enforcement, unless and in as far as such use is strictly necessary for one of

the following objectives:

(i) the targeted search for specific potential victims of crime, including missing children;

(i) the prevention of a specific, substantial and imminent threat to the life or physical safety
of natural persons or of a terrorist attack;

(iii) the detection, localisation, identification or prosecution of a perpetrator or suspect of a
criminal offence referred to in Article 2(2) of Council Framework Decision
2002/584/JHA %2 and punishable in the Member State concerned by a custodial sentence
or a detention order for a maximum period of at least three years, as determined by the
law of that Member State.
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The use of ‘real-time’ remote biometric identification systems in publicly accessible spaces for the

purpose of law enforcement for any of the objectives referred to in paragraph 1 point (d) shall take

into account the following elements:

(@ the nature of the situation giving rise to the possible use, in particular the seriousness,
probability and scale of the harm caused in the absence of the use of the system;

(b) the consequences of the use of the system for the rights and freedoms of all persons concerned,
in particular the seriousness, probability and scale of those consequences.
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In addition, the use of ‘real-time’ remote biometric identification systems in publicly accessible
spaces for the purpose of law enforcement for any of the objectives referred to in paragraph 1 point
(d) shall comply with necessary and proportionate safeguards and conditions in relation to the use,
in particular as regards the temporal, geographic and personal limitations.
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As regards paragraphs 1, point (d) and 2, each individual use for the purpose of law enforcement of
a ‘real-time’ remote biometric identification system in publicly accessible spaces shall be subject to
a prior authorisation granted by a judicial authority or by an independent administrative authority of
the Member State in which the use is to take place, issued upon a reasoned request and in accordance
with the detailed rules of national law referred to in paragraph 4. However, in a duly justified situation
of urgency, the use of the system may be commenced without an authorisation and the authorisation
may be requested only during or after the use.
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The competent judicial or administrative authority shall only grant the authorisation where it is
satisfied, based on objective evidence or clear indications presented to it, that the use of the ‘real-
time’ remote biometric identification system at issue is necessary for and proportionate to achieving
one of the objectives specified in paragraph 1, point (d), as identified in the request. In deciding on
the request, the competent judicial or administrative authority shall take into account the elements
referred to in paragraph 2.
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A Member State may decide to provide for the possibility to fully or partially authorise the use of
‘real-time’ remote biometric identification systems in publicly accessible spaces for the purpose of
law enforcement within the limits and under the conditions listed in paragraphs 1, point (d), 2 and 3.
That Member State shall lay down in its national law the necessary detailed rules for the request,
issuance and exercise of, as well as supervision relating to, the authorisations referred to in paragraph
3. Those rules shall also specify in respect of which of the objectives listed in paragraph 1, point (d),
including which of the criminal offences referred to in point (iii) thereof, the competent authorities
may be authorised to use those systems for the purpose of law enforcement.

B J/IRY Al DRT L
Title 111 High-risk Al Systems

BLE AIDRTLOBYRIELTDSSE
Chapter 1 Classification of Al Systems as High-risk

FOoE BURY Al VAT LICETH5ERE
Article 6 Classification rules for high-risk Al systems
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Irrespective of whether an Al system is placed on the market or put into service independently from
the products referred to in points (a) and (b), that Al system shall be considered high-risk where both

of the following conditions are fulfilled:
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(@ the Al system is intended to be used as a safety component of a product, or is itself a product,
covered by the Union harmonisation legislation listed in Annex II;

(b) the product whose safety component is the Al system, or the Al system itself as a product, is
required to undergo a third-party conformity assessment with a view to the placing on the
market or putting into service of that product pursuant to the Union harmonisation legislation
listed in Annex I1.

2. BLIERTEVAZ Al VAT HINAT, B NIRRT Al AT L mU A7 SRR
o,

In addition to the high-risk Al systems referred to in paragraph 1, Al systems referred to in Annex
111 shall also be considered high-risk.

ET7E RIEE 11 DRET
Atrticle 7 Amendments to Annex 111
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The Commission is empowered to adopt delegated acts in accordance with Article 73 to update the

list in Annex 111 by adding high-risk Al systems where both of the following conditions are fulfilled:

(@ the Al systems are intended to be used in any of the areas listed in points 1 to 8 of Annex II;

(b) the Al systems pose a risk of harm to the health and safety, or a risk of adverse impact on
fundamental rights, that is, in respect of its severity and probability of occurrence, equivalent
to or greater than the risk of harm or of adverse impact posed by the high-risk Al systems
already referred to in Annex I1.

2. BUHE N IZBEO RSV TOAEY A Al S AT LI Lo ORENAIEEDY A L1 EF - 1%
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When assessing for the purposes of paragraph 1 whether an Al system poses a risk of harm to the
health and safety or a risk of adverse impact on fundamental rights that is equivalent to or greater
than the risk of harm posed by the high-risk Al systems already referred to in Annex lll, the
Commission shall take into account the following criteria:

@)
(b)
©

©)
©)

(f)

the intended purpose of the Al system;

the extent to which an Al system has been used or is likely to be used;

the extent to which the use of an Al system has already caused harm to the health and safety
or adverse impact on the fundamental rights or has given rise to significant concerns in relation
to the materialisation of such harm or adverse impact, as demonstrated by reports or
documented allegations submitted to national competent authorities;

the potential extent of such harm or such adverse impact, in particular in terms of its intensity
and its ability to affect a plurality of persons;

the extent to which potentially harmed or adversely impacted persons are dependent on the
outcome produced with an Al system, in particular because for practical or legal reasons it is
not reasonably possible to opt-out from that outcome;

the extent to which potentially harmed or adversely impacted persons are in a vulnerable
position in relation to the user of an Al system, in particular due to an imbalance of power,

knowledge, economic or social circumstances, or age;
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(g) the extent to which the outcome produced with an Al system is easily reversible, whereby
outcomes having an impact on the health or safety of persons shall not be considered as easily
reversible;

(h) the extent to which existing Union legislation provides for:

(i) effective measures of redress in relation to the risks posed by an Al system, with the
exclusion of claims for damages;
(i) effective measures to prevent or substantially minimise those risks.

F2E FURY A VRTLICET 2844
Chapter 2 Requirements for high-risk Al systems

8 & EHmEST

Article 8 Compliance with the requirements

B AT Al AT IS, KEOHTEDONOEN AT D,
High-risk Al systems shall comply with the requirements established in this Chapter.

FUAZ Al VAT LOFEIO BRI O 9 TR TYARZERL AT NS, ThbD 2D
TR DERCE I AL,

The intended purpose of the high-risk Al system and the risk management system referred to in
Article 9 shall be taken into account when ensuring compliance with those requirements.

FIF YRIEEBVAT LA
Article 9 Risk management system
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Mo, HEFFEEESID,

A risk management system shall be established, implemented, documented and maintained in
relation to high-risk Al systems.
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The risk management system shall consist of a continuous iterative process run throughout the entire
lifecycle of a high-risk Al system, requiring regular systematic updating. It shall comprise the
following steps:

(@) identification and analysis of the known and foreseeable risks associated with each high-risk
Al system;

(b) estimation and evaluation of the risks that may emerge when the high-risk Al system is used
in accordance with its intended purpose and under conditions of reasonably foreseeable
MISusE;

(c) evaluation of other possibly arising risks based on the analysis of data gathered from the post-
market monitoring system referred to in Article 61;

(d) adoption of suitable risk management measures in accordance with the provisions of the
following paragraphs.

55 2 O R TYVAZEHEENL, Z0% 2 BITEDLEOMAE OS2 HND
it T 2R OBV IO A ERZ YN B I AND, EHOHEEL, Bhad 5%
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The risk management measures referred to in paragraph 2, point (d) shall give due consideration to
the effects and possible interactions resulting from the combined application of the requirements set
out in this Chapter 2. They shall take into account the generally acknowledged state of the art,
including as reflected in relevant harmonised standards or common specifications.

5% 2 OO TUAZEEHEY, ZD@UAZ VAT LD BRNIHE, F213,
AENCT AT e SV O SO FTRIFISIVAIRY, {H 4 OfEkRE R 25 A
IRONEVAZ Al VAT DDOEFATIAY PR ATRESHIiS A Lo 7ek &L 975, i
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The risk management measures referred to in paragraph 2, point (d) shall be such that any residual
risk associated with each hazard as well as the overall residual risk of the high-risk Al systems is
judged acceptable, provided that the high-risk Al system is used in accordance with its intended
purpose or under conditions of reasonably foreseeable misuse. Those residual risks shall be
communicated to the user.
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In identifying the most appropriate risk management measures, the following shall be ensured:

(@ elimination or reduction of risks as far as possible through adequate design and development;

(b) where appropriate, implementation of adequate mitigation and control measures in relation to
risks that cannot be eliminated;

(c) provision of adequate information pursuant to Article 13, in particular as regards the risks
referred to in paragraph 2, point (b) of this Article, and, where appropriate, training to users.

BUAY Al VAT LORIHEBLET DU AT OFEET- TN I T, EOFIFHEITRL
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In eliminating or reducing risks related to the use of the high-risk Al system, due consideration shall
be given to the technical knowledge, experience, education, training to be expected by the user and
the environment in which the system is intended to be used.

FUAY Al AT I, bl A7 B E A T D e HIID 72D kS5,
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High-risk Al systems shall be tested for the purposes of identifying the most appropriate risk
management measures. Testing shall ensure that high-risk Al systems perform consistently for their
intended purpose and they are in compliance with the requirements set out in this Chapter.

AR TFRUE, £ Al AT LOFHAD B AR T D2 OIELIZbDEL, 70, 2ii%
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Testing procedures shall be suitable to achieve the intended purpose of the Al system and do not
need to go beyond what is necessary to achieve that purpose.
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The testing of the high-risk Al systems shall be performed, as appropriate, at any point in time
throughout the development process, and, in any event, prior to the placing on the market or the
putting into service. Testing shall be made against preliminarily defined metrics and probabilistic
thresholds that are appropriate to the intended purpose of the high-risk Al system.

B 1IEHRWUE 7 HIORTURAZE L 2T DT 288, @AY Al AT LONEED
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When implementing the risk management system described in paragraphs 1 to 7, specific
consideration shall be given to whether the high-risk Al system is likely to be accessed by or have
an impact on children.

4 2013/36/EU (Zdo> THiIZ 32T D5 FIFEBAIZBIL TIa, 28 1 B O LA 8 T 9(l
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For credit institutions regulated by Directive 2013/36/EU, the aspects described in paragraphs 1t0 8
shall be part of the risk management procedures established by those institutions pursuant to Article
74 of that Directive.

FI0F THRUT—5HA
Article 10 Data and data governance
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High-risk Al systems which make use of techniques involving the training of models with data shall
be developed on the basis of training, validation and testing data sets that meet the quality criteria
referred to in paragraphs 2 to 5.
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Training, validation and testing data sets shall be subject to appropriate data governance and

management practices. Those practices shall concem in particular,

(@ the relevant design choices;

(b) data collection;

(c) relevant data preparation processing operations, such as annotation, labelling, cleaning,
enrichment and aggregation;

(d) the formulation of relevant assumptions, notably with respect to the information that the data
are supposed to measure and represent;

(e) aprior assessment of the availability, quantity and suitability of the data sets that are needed;

() examination in view of possible biases;

(g) the identification of any possible data gaps or shortcomings, and how those gaps and
shortcomings can be addressed.

T2y ORI, BREL OSBRI, BhEMEAHY, RFREL D, B, 2o,
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Training, validation and testing data sets shall be relevant, representative, free of errors and complete.
They shall have the appropriate statistical properties, including, where applicable, as regards the
persons or groups of persons on which the high-risk Al system is intended to be used. These
characteristics of the data sets may be met at the level of individual data sets or a combination thereof.

F =Lty OFIE, BEER OB, PO BENZ Lo TERESNAHPINICBWT, £
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Training, validation and testing data sets shall take into account, to the extent required by the intended
purpose, the characteristics or elements that are particular to the specific geographical, behavioural

or functional setting within which the high-risk Al system is intended to be used.
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To the extent that it is strictly necessary for the purposes of ensuring bias monitoring, detection and
correction in relation to the high-risk Al systems, the providers of such systems may process special
categories of personal data referred to in Article 9(1) of Regulation (EU) 2016/679, Article 10 of
Directive (EU) 2016/680 and Article 10(1) of Regulation (EU) 2018/1725, subject to appropriate
safeguards for the fundamental rights and freedoms of natural persons, including technical
limitations on the re-use and use of state-of-the-art security and privacy-preserving measures, such
as pseudonymisation, or encryption where anonymisation may significantly affect the purpose
pursued.
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Appropriate data governance and management practices shall apply for the development of high-
risk Al systems other than those which make use of techniques involving the training of models in
order to ensure that those high-risk Al systems comply with paragraph 2.

FUE BHiE

Avrticle 11 Technical documentation
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The technical documentation of a high-risk Al system shall be drawn up before that system is placed
on the market or put into service and shall be kept up-to date.
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The technical documentation shall be drawn up in such a way to demonstrate that the high-risk Al
system complies with the requirements set out in this Chapter and provide national competent
authorities and notified bodies with all the necessary information to assess the compliance of the Al
system with those requirements. It shall contain, at a minimum, the elements set out in Annex IV.
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Where a high-risk Al system related to a product, to which the legal acts listed in Annex 11, section
A apply, is placed on the market or put into service one single technical documentation shall be
drawn up containing all the information set out in Annex IV as well as the information required
under those legal acts.
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The Commission is empowered to adopt delegated acts in accordance with Article 73 to amend
Annex IV where necessary to ensure that, in the light of technical progress, the technical
documentation provides all the necessary information to assess the compliance of the system with
the requirements set out in this Chapter.

B2 & RO DR
Article 12 Record-keeping
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High-risk Al systems shall be designed and developed with capabilities enabling the automatic
recording of events (‘logs’) while the high-risk Al systems is operating. Those logging capabilities
shall conform to recognised standards or common specifications.
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The logging capabilities shall ensure a level of traceability of the Al system’s functioning throughout
its lifecycle that is appropriate to the intended purpose of the system.
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In particular, logging capabilities shall enable the monitoring of the operation of the high-risk Al
system with respect to the occurrence of situations that may result in the Al system presenting a risk
within the meaning of Article 65(1) or lead to a substantial modification, and facilitate the post-
market monitoring referred to in Article 61.
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For high-risk Al systems referred to in paragraph 1, point (a) of Annex Ill, the logging capabilities

shall provide, at a minimum:

(@ recording of the period of each use of the system (start date and time and end date and time of
each use);

(b) the reference database against which input data has been checked by the system;

(c) the input data for which the search has led to a match;

(d) the identification of the natural persons involved in the verification of the results, as referred to
in Article 14 (5).
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Article 13 Transparency and provision of information to users
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High-risk Al systems shall be designed and developed in such a way to ensure that their operation is
sufficiently transparent to enable users to interpret the system’s output and use it appropriately. An

appropriate type and degree of transparency shall be ensured, with a view to achieving compliance
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with the relevant obligations of the user and of the provider set out in Chapter 3 of this Title.
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High-risk Al systems shall be accompanied by instructions for use in an appropriate digital format
or otherwise that include concise, complete, correct and clear information that is relevant, accessible
and comprehensible to users.
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The information referred to in paragraph 2 shall specify:
(@) the identity and the contact details of the provider and, where applicable, of its authorised
representative;

(b) the characteristics, capabilities and limitations of performance of the high-risk Al system,
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including:

(i) itsintended purpose;

(i) the level of accuracy, robustness and cybersecurity referred to in Article 15 against which
the high-risk Al system has been tested and validated and which can be expected, and
any known and foreseeable circumstances that may have an impact on that expected level
of accuracy, robustness and cybersecurity;

(ii) any known or foreseeable circumstance, related to the use of the high-risk Al systemin
accordance with its intended purpose or under conditions of reasonably foreseeable
misuse, which may lead to risks to the health and safety or fundamental rights;

(iv) its performance as regards the persons or groups of persons on which the system is
intended to be used;

(v) when appropriate, specifications for the input data, or any other relevant information in
terms of the training, validation and testing data sets used, taking into account the
intended purpose of the Al system.

(c) the changes to the high-risk Al system and its performance which have been pre-determined
by the provider at the moment of the initial conformity assessment, if any;

(d) the human oversight measures referred to in Article 14, including the technical measures put
in place to facilitate the interpretation of the outputs of Al systems by the users;

(e) the expected lifetime of the high-risk Al system and any necessary maintenance and care
measures to ensure the proper functioning of that Al system, including as regards software
updates.
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Article 14 Human oversight
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High-risk Al systems shall be designed and developed in such a way, including with appropriate
human-machine interface tools, that they can be effectively overseen by natural persons during the
period in which the Al system is in use.
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Human oversight shall aim at preventing or minimising the risks to health, safety or fundamental
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rights that may emerge when a high-risk Al system is used in accordance with its intended purpose
or under conditions of reasonably foreseeable misuse, in particular when such risks persist
notwithstanding the application of other requirements set out in this Chapter.
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Human oversight shall be ensured through either one or all of the following measures:

(@ identified and built, when technically feasible, into the high-risk Al system by the provider
before it is placed on the market or put into service;

(b) identified by the provider before placing the high-risk Al system on the market or putting it
into service and that are appropriate to be implemented by the user.
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The measures referred to in paragraph 3 shall enable the individuals to whom human oversight is

assigned to do the following, as appropriate to the circumstances:

(@ fully understand the capacities and limitations of the high-risk Al system and be able to duly
monitor its operation, so that signs of anomalies, dysfunctions and unexpected performance

can be detected and addressed as soon as possible;
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(b) remain aware of the possible tendency of automatically relying or over-relying on the output
produced by a high-risk Al system (‘automation bias’), in particular for high-risk Al systems
used to provide information or recommendations for decisions to be taken by natural persons;

() beable to correctly interpret the high-risk AT system’s output, taking into account in particular
the characteristics of the system and the interpretation tools and methods available;

(d) be able to decide, in any particular situation, not to use the high-risk Al system or otherwise
disregard, override or reverse the output of the high-risk Al system;

(e) beable to intervene on the operation of the high-risk Al system or interrupt the system through
a “‘stop” button or a similar procedure.
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For high-risk Al systems referred to in point 1(a) of Annex 111, the measures referred to in paragraph
3 shall be such as to ensure that, in addition, no action or decision is taken by the user on the basis of
the identification resulting from the system unless this has been verified and confirmed by at least
two natural persons.
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Article 15 Accuracy, robustness and cybersecurity
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High-risk Al systems shall be designed and developed in such a way that they achieve, in the light
of their intended purpose, an appropriate level of accuracy, robustness and cybersecurity, and
perform consistently in those respects throughout their lifecycle.
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The levels of accuracy and the relevant accuracy metrics of high-risk Al systems shall be declared
in the accompanying instructions of use.
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DU AT LNEIN T DT AT LONERSHAERBEN CAEUSDL Y, EX I —EMD
KAMZEAL, [BHE %S SLDET S,

High-risk Al systems shall be resilient as regards errors, faults or inconsistencies that may occur
within the system or the environment in which the system operates, in particular due to their
interaction with natural persons or other systems.
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The robustness of high-risk Al systems may be achieved through technical redundancy solutions,
which may include backup or fail-safe plans.
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High-risk Al systems that continue to learn after being placed on the market or put into service shall
be developed in such a way to ensure that possibly biased outputs due to outputs used as an input for
future operations (“feedback loops’) are duly addressed with appropriate mitigation measures.
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High-risk Al systems shall be resilient as regards attempts by unauthorised third parties to alter their
use or performance by exploiting the system vulnerabilities.
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The technical solutions aimed at ensuring the cybersecurity of high-risk Al systems shall be
appropriate to the relevant circumstances and the risks.
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The technical solutions to address Al specific vulnerabilities shall include, where appropriate,
measures to prevent and control for attacks trying to manipulate the training dataset (‘data
poisoning’), inputs designed to cause the model to make a mistake (‘adversarial examples’), or
model flaws.

EI3FE FHURY Al VAT LORBERUVFAELEVI TN LS DRERE DR
Chapter 3 Obligations of providers and users of high-risk Al systems and other parties
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Article 16 Obligations of providers of high-risk Al systems
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Providers of high-risk Al systems shall:

(@ ensure that their high-risk Al systems are compliant with the requirements set out in Chapter 2
of this Title;

(b) have a quality management system in place which complies with Article 17;

() draw-up the technical documentation of the high-risk Al system;

(d)  when under their control, keep the logs automatically generated by their high-risk Al systems;

(&) ensure that the high-risk Al system undergoes the relevant conformity assessment procedure,

prior to its placing on the market or putting into service;
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comply with the registration obligations referred to in Article 51;

take the necessary corrective actions, if the high-risk Al system is not in conformity with the
requirements set out in Chapter 2 of this Title;

inform the national competent authorities of the Member States in which they made the Al
system available or put it into service and, where applicable, the notified body of the non-
compliance and of any corrective actions taken;

to affix the CE marking to their high-risk Al systems to indicate the conformity with this
Regulation in accordance with Article 49;

upon request of a national competent authority, demonstrate the conformity of the high-risk Al
system with the requirements set out in Chapter 2 of this Title.
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Article 17 Quality management system
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Providers of high-risk Al systems shall put a quality management system in place that ensures
compliance with this Regulation. That system shall be documented in a systematic and orderly
manner in the form of written policies, procedures and instructions, and shall include at least the
following aspects:

@)
()
©
@

©)

(f)

©
()

(i)
0)
®

(0
(m)

Bl

a strategy for regulatory compliance, including compliance with conformity assessment
procedures and procedures for the management of modifications to the high-risk Al system;
techniques, procedures and systematic actions to be used for the design, design control and
design verification of the high-risk Al system;

techniques, procedures and systematic actions to be used for the development, quality control
and quality assurance of the high-risk Al system;

examination, test and validation procedures to be carried out before, during and after the
development of the high-risk Al system, and the frequency with which they have to be carried
out;

technical specifications, including standards, to be applied and, where the relevant harmonised
standards are not applied in full, the means to be used to ensure that the high-risk Al system
complies with the requirements set out in Chapter 2 of this Title;

systems and procedures for data management, including data collection, data analysis, data
labelling, data storage, data filtration, data mining, data aggregation, data retention and any
other operation regarding the data that is performed before and for the purposes of the placing
on the market or putting into service of high-risk Al systems;

the risk management system referred to in Article 9;

the setting-up, implementation and maintenance of a post-market monitoring system, in
accordance with Article 61;

procedures related to the reporting of serious incidents and of malfunctioning in accordance
with Article 62;

the handling of communication with national competent authorities, competent authorities,
including sectoral ones, providing or supporting the access to data, notified bodies, other
operators, customers or other interested parties;

systems and procedures for record keeping of all relevant documentation and information;
resource management, including security of supply related measures;

an accountability framework setting out the responsibilities of the management and other staff
with regard to all aspects listed in this paragraph.
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The implementation of aspects referred to in paragraph 1 shall be proportionate to the size of the
provider’s organisation.
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For providers that are credit institutions regulated by Directive 2013/36/ EU, the obligation to put a
quality management system in place shall be deemed to be fulfilled by complying with the rules on
internal governance arrangements, processes and mechanisms pursuant to Article 74 of that
Directive. In that context, any harmonised standards referred to in Article 40 of this Regulation shall
be taken into account.
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Article 18 Obligation to draw up technical documentation
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Providers of high-risk Al systems shall draw up the technical documentation referred to in Article
11 in accordance with Annex IV.
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Providers that are credit institutions regulated by Directive 2013/36/EU shall maintain the technical
documentation as part of the documentation conceming internal govermnance, arrangements,
processes and mechanisms pursuant to Article 74 of that Directive.

519 & BT

Article 19 Conformity assessment
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Providers of high-risk Al systems shall ensure that their systems undergo the relevant conformity
assessment procedure in accordance with Article 43, prior to their placing on the market or putting
into service. Where the compliance of the Al systems with the requirements set out in Chapter 2 of
this Title has been demonstrated following that conformity assessment, the providers shall draw up
an EU declaration of conformity in accordance with Article 48 and affix the CE marking of
conformity in accordance with Article 49.
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For high-risk Al systems referred to in point 5(b) of Annex 111 that are placed on the market or put
into service by providers that are credit institutions regulated by Directive 2013/36/EU, the
conformity assessment shall be carried out as part of the procedure referred to in Articles 97 to101
of that Directive.
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Article 20 Automatically generated logs
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Providers of high-risk Al systems shall keep the logs automatically generated by their high-risk Al
systems, to the extent such logs are under their control by virtue of a contractual arrangement with
the user or otherwise by law. The logs shall be kept for a period that is appropriate in the light of the
intended purpose of high-risk Al system and applicable legal obligations under Union or national
law.
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Providers that are credit institutions regulated by Directive 2013/36/EU shall maintain the logs
automatically generated by their high-risk Al systems as part of the documentation under Articles
74 of that Directive.
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Atrticle 21 Corrective actions
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Providers of high-risk Al systems which consider or have reason to consider that a high-risk Al
system which they have placed on the market or put into service is not in conformity with this
Regulation shall immediately take the necessary corrective actions to bring that system into
conformity, to withdraw it or to recall it, as appropriate. They shall inform the distributors of the high-
risk Al system in question and, where applicable, the authorised representative and importers
accordingly.
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Article 22 Duty of information
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Where the high-risk Al system presents a risk within the meaning of Article 65(1) and that risk is
known to the provider of the system, that provider shall immediately inform the national competent
authorities of the Member States in which it made the system available and, where applicable, the
notified body that issued a certificate for the high-risk Al system, in particular of the non-compliance
and of any corrective actions taken.
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Article 23 Cooperation with competent authorities
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Providers of high-risk Al systems shall, upon request by a national competent authority, provide that
authority with all the information and documentation necessary to demonstrate the conformity of the
high-risk Al system with the requirements set out in Chapter 2 of this Title, in an official Union
language determined by the Member State concerned. Upon a reasoned request from a national
competent authority, providers shall also give that authority access to the logs automatically
generated by the high-risk Al system, to the extent such logs are under their control by virtue of a
contractual arrangement with the user or otherwise by law.
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Article 24 Obligations of product manufacturers
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Where a high-risk Al system related to products to which the legal acts listed in Annex Il, section A,
apply, is placed on the market or put into service together with the product manufactured in
accordance with those legal acts and under the name of the product manufacturer, the manufacturer
of the product shall take the responsibility of the compliance of the Al system with this Regulation
and, as far as the Al system is concerned, have the same obligations imposed by the present
Regulation on the provider.
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Article 25 Authorised representatives
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Prior to making their systems available on the Union market, where an importer cannot be identified,
providers established outside the Union shall, by written mandate, appoint an authorised
representative which is established in the Union.
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The authorised representative shall perform the tasks specified in the mandate received from the

provider. The mandate shall empower the authorised representative to carry out the following tasks:

(@ keep a copy of the EU declaration of conformity and the technical documentation at the
disposal of the national competent authorities and national authorities referred to in Article
63(7);

(b) provide a national competent authority, upon a reasoned request, with all the information and
documentation necessary to demonstrate the conformity of a high-risk Al system with the
requirements set out in Chapter 2 of this Title, including access to the logs automatically
generated by the high-risk Al system to the extent such logs are under the control of the
provider by virtue of a contractual arrangement with the user or otherwise by law;

(c) cooperate with competent national authorities, upon a reasoned request, on any action the latter
takes in relation to the high-risk Al system.
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Article 26 Obligations of importers
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Before placing a high-risk Al system on the market, importers of such system shall ensure that:
(@ the appropriate conformity assessment procedure has been carried out by the provider of that

Al system
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(b) the provider has drawn up the technical documentation in accordance with Annex IV;
(c) the system bears the required conformity marking and is accompanied by the required
documentation and instructions of use.
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Where animporter considers or has reason to consider that a high-risk Al system is not in conformity
with this Regulation, it shall not place that system on the market until that Al system has been
brought into conformity. Where the high-risk Al system presents a risk within the meaning of Article
65(1), the importer shall inform the provider of the Al system and the market surveillance authorities
to that effect.
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Importers shall indicate their name, registered trade name or registered trade mark, and the address
at which they can be contacted on the high-risk Al system or, where that is not possible, on its
packaging or its accompanying documentation, as applicable.
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Importers shall ensure that, while a high-risk Al system is under their responsibility, where applicable,
storage or transport conditions do not jeopardise its compliance with the requirements set out in
Chapter 2 of this Title.

TAZET S, BHRA L7 ZRRITGU T, TESHETRO B2 EIPEEI 3L, ZDRIHEED

MDOFHIGHHDNI NI, HDHNZ, IEROSADFINZLY, ZORMIEFEOEFED T

HHEDIH720 T DFEPANTIBNT, EORMEDEIAY Al AT NIL>THEIIZ

ERESNDBT ~DT I e A% 580, BB ROH D ENEER C > TR G CBiRSIL

FHEFECED, BUART Al VAT LAFKE 2 B EO LT A ST QDI LA R

To DL T2 DA COTER M OSCEAARAET 2, AR X E -, Yk AT LD R
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Importers shall provide national competent authorities, upon a reasoned request, with all necessary
information and documentation to demonstrate the conformity of a high-risk Al system with the
requirements set out in Chapter 2 of this Title in a language which can be easily understood by that
national competent authority, including access to the logs automatically generated by the high-risk
Al system to the extent such logs are under the control of the provider by virtue of a contractual
arrangement with the user or otherwise by law. They shall also cooperate with those authorities on
any action national competent authority takes in relation to that system.

B2 TEXEOEH
Article 27 Obligations of distributors

1 @&URT Al VAT LTI TR ATREE S NDRING, ildES 1L, EDmUAT Al
AT INEREND CE HE~— /2L TNAZE, FDOUAT ANEREND LEK OF
LD RERAL QDL WD, FAUTFEL T HEXE, TOVAT AORME &
OIAZEE D ZORANED HFH T QDI EEIRRET D,

Before making a high-risk Al system available on the market, distributors shall verify that the high-
risk Al system bears the required CE conformity marking, that it is accompanied by the required
documentation and instruction of use, and that the provider and the importer of the system, as
applicable, have complied with the obligations set out in this Regulation.

2. UEEFD, mUART Al AT WHBASKE 2 BITEDHEFEZTERL TUORNEHIEIL, F
721E, TEL QRN 2B AL DX T, ZOVNEER L, Yk AT LBNEN
SOEZFIESEZRWRY, ZOEIAY Al VAT DT EOTIRB20, FIZ,
FDUAT LN 65 555 L IAD BEMAZ BT DY AV ARk g E& 1, FOVEFESTE, s
WHASHDEXIL, TOUAT OB F-ITAEE AL, ZDOZLEEET 5,

Where adistributor considers or has reason to consider that a high-risk Al system is not in conformity
with the requirements set out in Chapter 2 of this Title, it shall not make the high-risk Al system
available on the market until that system has been brought into conformity with those requirements.
Furthermore, where the system presents a risk within the meaning of Article 65(1), the distributor
shall inform the provider or the importer of the system, as applicable, to that effect.

3. PEEET, EUAY Al VAT ARFOEAZEEDOELD FIZHDHM, AN alEE s
LEITL, FORFESRE EI TS AR 2 B 286D 5 B FOES A fEiR S 2 &%
Telfd 5,
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Distributors shall ensure that, while a high-risk Al system is under their responsibility, where
applicable, storage or transport conditions do not jeopardise the compliance of the system with the
requirements set out in Chapter 2 of this Title.

4.  FOFEELEDITHEAZBOTHIFAREICUTZEY A2 Al S AT DDA 2 I ED H
HEFIELTORNWEAINTL, F720%, FERL QWSR2 B A SitlZES 1
WL AT NZENLDEME T RS EDLT0D, TOVAT LEFIE EFDH20, HLLIE
ZDVAT LHEN =)L B DI TN IEE D RIEOI TEIEA TV, F7213, f2ik, ﬁﬁ\%
FHFIEE T DERE N LD K ENLD R EDT TBEA THZ L E T D, TDEY A
7 Al AT LW 65 555 1 D EMRIZRIT DAY 2o g &1, ZOWhEES T, BHD
(2, EOPLEEEDZ OB EFIH TEDINUTAERRIE ORGESHERD & 5 ENFEEI
XL, L0blT, BEFL QRN E RO T RO TEIO G 2L C, 2Dz
LEHET D,

A distributor that considers or has reason to consider that a high-risk Al system which it has made
available on the market is not in conformity with the requirements set out in Chapter 2 of this Title
shall take the corrective actions necessary to bring that system into conformity with those
requirements, to withdraw it or recall it or shall ensure that the provider, the importer or any relevant
operator, as appropriate, takes those corrective actions. Where the high-risk Al system presents a risk
within the meaning of Article 65(1), the distributor shall immediately inform the national competent
authorities of the Member States in which it has made the product available to that effect, giving
details, in particular, of the non-compliance and of any corrective actions taken.

5. BRESHERROHDEPNEERIN SO A M LIZEERIGU T, @UAZ Al AT LOHHERE
FNL, MBI, MUAY Al VAT LAGKE 2 FEZEDDEMEFIEL QDT E
BRI I D 2 C DI M OSCEA R, TRmSEE T E, Sissic K
STTONAITENZBAL, SiEHERO S 2 EIPEEIE 11775,

Upon a reasoned request from a national competent authority, distributors of high-risk Al systems
shall provide that authority with all the information and documentation necessary to demonstrate the
conformity of a high-risk system with the requirements set out in Chapter 2 of this Title. Distributors
shall also cooperate with that national competent authority on any action taken by that authority.

P28 & TLEESE, WAESE, FIREFEEA LN OBE=E0EH
Article 28 Obligations of distributors, importers, users or any other third-party

1. JOEEEE, MACES, FIFEEI3ENDANOE =21, ZOMRAID BIIOT-OI 2
ELTHEREN, 13D, LLFOWT I ORBUZ IV \T % 16 SRICHESTRHEE DI

&3 %:
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@ TNSDENZDOLHEIIFED FTEUAZ Al AT D EE £ 13—
RS D5 A

() FNOEDOEDBRUHIHTEEE T —E ALz EI A7 Al AT LOFTHO B
WA TS D56

© ZFNOEDOENEDEIAT Al VAT NIKREREFATIHA,

Any distributor, importer, user or other third-party shall be considered a provider for the purposes of

this Regulation and shall be subject to the obligations of the provider under Article 16, in any of the

following circumstances:

(@ they place on the market or put into service a high-risk Al system under their name or
trademark;

(b) they modify the intended purpose of a high-risk Al system already placed on the market or put
into service;

(c) they make a substantial modification to the high-risk Al system.

5 1 IDOO)E IO TR ECTG G, ZDEVAY Al VAT DA EAN TSI E
TFENT RIS, ZOHRIO BRIO 7= DI T LA eI Tdrn
B,

Where the circumstances referred to in paragraph 1, point (b) or (c), occur, the provider that initially
placed the high-risk Al system on the market or put it into service shall no longer be considered a
provider for the purposes of this Regulation.

H2OE BURY Al VRTLOFAEDSEH
Article 29 Obligations of users of high-risk Al systems

1

BUAZ Al VAT AORNHENL, 5 2 LR O 5 THIZEY, TOVAT MRS
FIH FO¥ RIS TED I AT LEFIHT 5,

Users of high-risk Al systems shall use such systems in accordance with the instructions of use
accompanying the systems, pursuant to paragraphs 2 and 5.

55 1 HOFEBIL, BMNESTEEIEPE L SFIHEOMOZEZT T, Fi-, 12
HENDIREN NN L DB DR EZ S22 BRIOTO ORI B S OB
WEBEATOBRDZ ORIHEORBZIINT 720,

The obligations in paragraph 1 are without prejudice to other user obligations under Union or
national law and to the user’s discretion in organising its own resources and activities for the purpose

of implementing the human oversight measures indicated by the provider.
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01 EETHZE7L, ZORIENATTT —Z2 54 28 F T HEPHNIC BN
T, MERIHEL, ASTT =20, ZOEIART Al S AT LOFTEIOD B BB R
HDOHHLD THHZ LT 5,

Without prejudice to paragraph 1, to the extent the user exercises control over the input data, that
user shall ensure that input data is relevant in view of the intended purpose of the high-risk Al system.

FIR#EL, COFH LORRERBEEL T, @AY Al VAT LOERZEARS 2, FIFH L
DYTRICHEST- RN, ZDEIAT Al AT AOHTH 65 555 1 THOEWRIZIHIT DU A
V% d ZEEELSHE T LIV W I A A BRI A 2 ORI &S o &
XX, ZORREL, EORME FITEEES TR CHAEL, 13D, EDT AT AOF]
FZAZ T2, ZOFIHEL, 5 62 SLOFMRIZBITHERRAL T M L IFRE A
FHRL, ZD Al VAT LOR|Z LD T IGEIZIBW T, 2O S Tibmdes
S5, ZOFIAE DRI FCRIECEWER, 56 62 SR ERL Gl ns,

Users shall monitor the operation of the high-risk Al system on the basis of the instructions of use.
When they have reasons to consider that the use in accordance with the instructions of use may result
in the Al system presenting a risk within the meaning of Article 65(1) they shall inform the provider
or distributor and suspend the use of the system. They shall also inform the provider or distributor
when they have identified any serious incident or any malfunctioning within the meaning of Article
62 and interrupt the use of the Al system. In case the user is not able to reach the provider, Article 62
shall apply mutatis mutandis.

FE45 2013/36/EU (2L~ THillA 21 515 AR ChHAFIEICEAL T, 28 1 BFEICED
DREARFRISY, FHET O 74 SRICIDPERHEHIO LT, @R O BT D HIE
DOMEFIZ L > TIESN WD DER TSNS,

For users that are credit institutions regulated by Directive 2013/36/EU, the monitoring obligation
set out in the first subparagraph shall be deemed to be fulfilled by complying with the rules on
internal governance arrangements, processes and mechanisms pursuant to Article 74 of that
Directive.

A Al AT LOFAES, ZORIFEZEOERRD NZHDHEDIH7n7 OFFHNICE
W, MREEVAY Al AT WX THENWIZAERS A0 ZAfER 75, 20uli, &
UAZ Al VAT LOFTHAD B, WONZ, BB ATEE I EPE IS E A ATk
A EOFEITHRL LGt e i, fRESID,

Users of high-risk Al systems shall keep the logs automatically generated by that high-risk Al system,

to the extent such logs are under their control. The logs shall be kept for a period that is appropriate
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in the light of the intended purpose of the high-risk Al system and applicable legal obligations under
Union or national law.

B 2013/36/EU (2~ THIE T D5 MBI CHORIIHED, [FFET O 74 28D
PREHEHIOD FALT, M I BE T D ED—EREL TE DR ZAERAE B2,
Users that are credit institutions regulated by Directive 2013/36/EU shall maintain the logs as part
of the documentation concering internal governance arrangements, processes and mechanisms
pursuant to Article 74 of that Directive.

YA Al AT LOFIRFL, EhupsEH aTaezel 0%, #HI(EV)2016/679 D 35 5%
T2IES(EV) 2016/680 D5 27 SRIZHAL T — AR B HlliA 24 T3 &R HFE DO
Bl P D101 13 SISV TSN A TERA R 32,

Users of high-risk Al systems shall use the information provided under Article 13 to comply with
their obligation to carry out a data protection impact assessment under Article 35 of Regulation (EU)
2016/679 or Article 27 of Directive (EU) 2016/680, where applicable.

F4E BASERUEEER
Chapter 4 Notifying Authorities and Notified Bodies

% 30 & EAES
Article 30 Notifying authorities

1

AABARENT, AR HIRERRO T, F5E Kk Q@A ONSE DREARD =0 I EE 70D
T ED, 7o, FEhid DT LIZBIL TRELROEMEBIATREL, £/, RET5,

Each Member State shall designate or establish a notifying authority responsible for setting up and
carrying out the necessary procedures for the assessment, designation and notification of conformity
assessment bodies and for their monitoring.

FERKENZ, B1HII(EC) No 765/2008 (2~ [EINGREHERS A @RI U CHE TE 5,

Member States may designate a national accreditation body referred to in Regulation (EC) No
765/2008 as a notifying authority.

AR, T AR ORI TRV EL D &0V, 130, ZOIEFIRERD
TEENDERU K OSSN & 720715 TR, MM ONER SIS,

Notifying authorities shall be established, organised and operated in such a way that no conflict of
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interest arises with conformity assessment bodies and the objectivity and impartiality of their
activities are safeguarded.

TEEWEBENE, AR AR N L B4 5 IRIED - DOk R A F2ht4~ 25 1351
DRENDHHHEN LS TUTONDI I FE TSN D,

Notifying authorities shall be organised in such a way that decisions relating to the notification of
conformity assessment bodies are taken by competent persons different from those who carried out
the assessment of those bodies.

TEIEEREN, WA MRS S A IEEI E /- TR — B A Z R — A F T 5
PR — TR TIeb7auy,

Notifying authorities shall not offer or provide any activities that conformity assessment bodies
perform or any consultancy services on a commercial or competitive basis.

TEREREI S, Z OB AF LT IEHOEE I BES 5,
Notifying authorities shall safeguard the confidentiality of the information they obtain.

WEEEEAIE, £ ORI D IE/RBATOT-0IZZ OREBEN B FICKI T& 54372
BHEORENDHLEEZL D,

Notifying authorities shall have a sufficient number of competent personnel at their disposal for the
proper performance of their tasks.

WEIEEAT, A MRS LB R REER TR TSNS 2 L, $REEE T L RSB A
RO AZEERATHIL, T LT, FEEA O, TOFEEE I EEZ T CQOHEI,
ZOFEEOHEER OGO Al VAT LOBHEMEOREEZE EIZBEIC AN BT, f5E
HEREDE DIEEE B T3 DT LA MelRT 5,

Notifying authorities shall make sure that conformity assessments are carried out in a proportionate
manner, avoiding unnecessary burdens for providers and that notified bodies perform their activities
taking due account of the size of an undertaking, the sector in which it operates, its structure and the
degree of complexity of the Al system in question.
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56 31 & EAMFHEEROENE RO HHEH

Article 31 Application of a conformity assessment body for notification

1

i A PERATFIRR L, ORI Mz b O RKE O BAREBI L, @A RO HGHE
Zeid o,

Conformity assessment bodies shall submit an application for notification to the notifying authority
of the Member State in which they are established.

WSRO HEE RS, EATEHIEE), AT 2—L, KO, ZOEEMERHl
TEEINSEE A DL R 2 N LABEEIMCBET 25082 UL, 70, ENMEET D
EENL, ZOBEEMERHIHRRDE 33 SRITED DB il L TOD L AREA 3 HEPRS
AR O TSIV RREE AT, BIDOKNIESIEESIIED T CTHREE THD
FREMRR OB FOFEE LBE D ARV SGEMMINSD,

The application for notification shall be accompanied by a description of the conformity assessment
activities, the conformity assessment module or modules and the artificial intelligence technologies
for which the conformity assessment body claims to be competent, as well as by an accreditation
certificate, where one exists, issued by a national accreditation body attesting that the conformity
assessment body fulfils the requirements laid down in Article 33. Any valid document related to
existing designations of the applicant notified body under any other Union harmonisation legislation
shall be added.

BEE 2 S PRI R FIRIEF BRI CE A&, ZO/ARIT, WEEREa
L, % 33 SRTEDDEEOZT OGRS FORNGE, G M OEHR R EAR D720 B
EIRDRHIESEAAR T 5, BIOKMESFEANIED N CHESH BRI AL T,
ZOBBNZHALZ OO FEE Fhota 3k 57280, ZHIHLDOIRELFER DT HIL TN
HETOLER OFHHEN LD ~HIFHSESS,

Where the conformity assessment body concerned cannot provide an accreditation certificate, it shall
provide the notifying authority with the documentary evidence necessary for the verification,
recognition and regular monitoring of its compliance with the requirements laid down in Article 33.
For notified bodies which are designated under any other Union harmonisation legislation, all
documents and certificates linked to those designations may be used to support their designation
procedure under this Regulation, as appropriate.
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%32 & WEAIFH
Article 32 Notification procedure

TEEWEBENL, 5 33 SISO L B ilil- LT S R MR D A2 A B T & D,

Notifying authorities may notify only conformity assessment bodies which have satisfied the
requirements laid down in Article 33.

BEIRERE S, BRINZE B B OMIOORERRENCXRTL, BRINZE BT Lo TR R ONE A s
NDTE AP REATY — VOG5,

Notifying authorities shall notify the Commission and the other Member States using the electronic
notification tool developed and managed by the Commission.

ZOEENE, E O S MHREE), O MREE Y = —/L R OSBRI 2 N THIGERAFD
FEHHOETEED D,

The notification shall include full details of the conformity assessment activities, the conformity
assessment module or modules and the artificial intelligence technologies concerned.

B D S MR X, Z D% 173 H DIPIZRIMN ZE B S F 72 SR RIERD
URHBERB RS T AT IRY, FRESHROTEENZ 2T TED,

The conformity assessment body concerned may perform the activities of a notified body only
where no objections are raised by the Commission or the other Member States within one month of
a notification.

TBFREBEIX, BRINZE B2 M O OOAEERIENZ XKL, ZDEENIDZF D% D BhE 352 i 4-1#
95,

Notifying authorities shall notify the Commission and the other Member States of any subsequent
relevant changes to the notification.

3B E {ECHRE
Avrticle 33 Notified bodies

FEERERRZ, 6 43 SRR TS MR ML TR TRYAY Al AT LD A TEERRE
ERAN

Notified bodies shall verify the conformity of high-risk Al system in accordance with the conformity
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assessment procedures referred to in Article 43.

FREARRIE, & ORI T2 DI BEL 7 DR b, WEEE, Bek O 1
TRAOEM G DLT D,

Notified bodies shall satisfy the organisational, quality management, resources and process
requirements that are necessary to fulfil their tasks.

FRERRR O LOREE, TEODRL, MET A M OSBRI TIL, ZOFEE/M) L
oM A MERHETEEIO K TIZIUNT, £7213, ZOTEIFEE~ DB AT DT L4
RIDI7bDET D,

The organisational structure, allocation of responsibilities, reporting lines and operation of notified
bodies shall be such as to ensure that there is confidence in the performance by and in the results of
the conformity assessment activities that the notified bodies conduct.

FREMRR S, TOMRDE T DA MRS EIL OBRICB W TREYAZ Al AT LD
TRHEEDDINETDHD LT D, FREHkI I E -, FHESLDmUAZ Al AT LEREFIY
FIERRZ S SO HED, WS, ZORMEOBFEDNSHILOEDET D,

Notified bodies shall be independent of the provider of a high-risk Al system in relation to which it
performs conformity assessment activities. Notified bodies shall also be independent of any other
operator having an economic interest in the high-risk Al system that is assessed, as well as of any
competitors of the provider.

PRGN, COMBOTFENOMSINE, ZFBUIEL O T2 RES DI0ITMkS L, &
HEND, FREHRR T, SR RET D72, 2L T, ZOMk, 28K ORHETEE A
CCREDIFAAREL , 7>, T 272, MEk OFhia LEALL, 730, FHET D,

Notified bodies shall be organised and operated so as to safeguard the independence, objectivity and
impartiality of their activities. Notified bodies shall document and implement a structure and
procedures to safeguard impartiality and to promote and apply the principles of impartiality
throughout their organisation, personnel and assessment activities.

FREHRKL, IERUC Lo TR R ELREN OS2 IRE, AR MG Eh 221 T4 DI

AT DICESTNFROME L, TOMMOER, EERR, Rk, Tisisk, T

AEFSEIHE K OB ONC S MRk D BB AN B 45 T L 2l %SG ks F

otz %, FREHIMRDHFHREIT, T OMRROTEE I TSI DIERKE OIEEFERI - B

R DbOEERE, ZOMANTE S EOMBDIIE DA TIZ BV TAFLIZETOREHR
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Notified bodies shall have documented procedures in place ensuring that their personnel,
committees, subsidiaries, subcontractors and any associated body or personnel of external bodies
respect the confidentiality of the information which comes into their possession during the
performance of conformity assessment activities, except when disclosure is required by law. The
staff of notified bodies shall be bound to observe professional secrecy with regard to all information
obtained in carrying out their tasks under this Regulation, except in relation to the notifying
authorities of the Member State in which their activities are carried out.

BRI, FHEE ORI, ZOFEEINELSA T D5, TOHEHEEOHESE, Ho Al
AT AOGHEE O R 2RI E R OO T IEEI DO TOT- D DFFiat o,

Notified bodies shall have procedures for the performance of activities which take due account of
the size of an undertaking, the sector in which it operates, its structure, the degree of complexity of
the Al system in question.

FRIGHERKIE, BECRIDAIEDS EPNIEICIE > TE ORERHE A RO D TIIRNRY,
230, T A PERHZ BIL THREAERIE R IR 2 RO O TR IRY, £ Ok
AV HIEBEIO T80 OV R EREEERRITINAT 2,

Notified bodies shall take out appropriate liability insurance for their conformity assessment
activities, unless liability is assumed by the Member State concerned in accordance with national
law or that Member State is directly responsible for the conformity assessment.

FRERRRR S, ZNOORE M EEMEE HZ Lo TR TSND), FiE, ZOMFEO
DODFIZ IS TEDRRRDO IR TRATSNDD DT, M7 R TIR ORE
BMERIE DB OELRINDRE1ZH > C, ZOHRNIFESNTE ORISR TD
W52 T CELbDET D,

Notified bodies shall be capable of carrying out all the tasks falling to them under this Regulation
with the highest degree of professional integrity and the requisite competence in the specific field,
whether those tasks are carried out by notified bodies themselves or on their behalf and under their
responsibility.

TR T, F OO IOVITANTE = k> T TN AT A SR C& 5 +4)

TRPNEIRE 1R D, D HIDT-0IZ, F1Z, T O R ESN -2 AL R T

Bl 2 O AUl THH B Ol 2 DAAT DAY Al AT WZBIL, ZOfEE

FRE, 7B, BRET D N THEER, 72K OT —Fa B a—T 1 7Y
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(ZAGRER 2 BUTESD 2B LB DR A ST TEOE B BEE, BB
ZIEFENFIHCEDREEH D,

Notified bodies shall have sufficient internal competences to be able to effectively evaluate the tasks
conducted by external parties on their behalf. To that end, at all times and for each conformity
assessment procedure and each type of high-risk Al system in relation to which they have been
designated, the notified body shall have permanent availability of sufficient administrative, technical
and scientific personnel who possess experience and knowledge relating to the relevant artificial
intelligence technologies, data and data computing and to the requirements set out in Chapter 2 of
this Title.

11 FEEMHRRE, 25 38 SR TR IS 2, COMMIT -, BN LR
EAECSIIL, BLIE, FERE R CRESHL, F2i, O BE I D H T E
BIL CERZH, 220, TNERHOLDETHILEHMeRT D,

Notified bodies shall participate in coordination activities as referred to in Article 38. They shall also
take part directly or be represented in European standardisation organisations, or ensure that they are
aware and up to date in respect of relevant standards.

12. FREHERRT, 55 30 SRl mEMERI TR, Z DR DM, FEE, W, AR ALY
AR DTGB OIRAREBEIN Ehi CEXAHIANTL, 7o, AEITHELZ R Ml A
$5728, ERITGU T, #EiEE O EEED, £ CORESCELFIHTREICL, $RHH1 2,

Notified bodies shall make available and submit upon request all relevant documentation, including
the providers’ documentation, to the notifying authority referred to in Article 30 to allow it to conduct
its assessment, designation, notification, monitoring and surveillance activities and to facilitate the
assessment outlined in this Chapter.

58 34 & {EEARO FRBIR U AR < &5 TR

Article 34 Subsidiaries of and subcontracting by notified bodies

1 FEEMMDS, EEMEHEE R I DRPEDRS 2 FassL, 203, HEfkA TS
Gy, TOFREMRRT, £ TRERKAE ET RS 33 R[IEDLEHIEE TS
ZEZAERL, 70, REEBE SR L TL D ~<EHE T2,

Where a notified body subcontracts specific tasks connected with the conformity assessment or has
recourse to a subsidiary, it shall ensure that the subcontractor or the subsidiary meets the requirements
laid down in Article 33 and shall inform the notifying authority accordingly.
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TR, ZNONFTHIVTNDIRY, Rl Fo 3 RS Lo G TS D
HBIZEAL, 2mpc = EEED,

Notified bodies shall take full responsibility for the tasks performed by subcontractors or subsidiaries
wherever these are established.

TEEDFERHLS AR, {EEY FRg S, FHMkC L > T TS5,

Activities may be subcontracted or carried out by a subsidiary only with the agreement of the
provider.

PRI T, TRESRIAE E 3RO ERE ORI X O OMANZ DS Tapsdia &
T IR Lo TR TSN AT FHCPE D B2, AEEBES B IR C&E 54
NET D,

Notified bodies shall keep at the disposal of the notifying authority the relevant documents
concerning the assessment of the qualifications of the subcontractor or the subsidiary and the work
carried out by them under this Regulation.

BB F COFAIESEHEESNHEERBOBRIES KU R

Article 35 Identification numbers and lists of notified bodies designated under this Regulation

1

BRMIZRE AT, FEERMMRI AL, M RS2 E1 Th, BNERB AT, BMNESOEED
TR\ IEDW TG EESIL TODSE T Th, B—DFESEE TS,

The Commission shall assign an identification number to notified bodies. It shall assign a single
number, even where a body is notified under several Union acts.

MOMNZEB AT, FEERHRRCE RS TOIT RS L O O R ES IR B E &0,
ZOHANIIESFRERRRDV AN N FT D, FINEERIL, ZDOVANSEHOIRAEI TR
T-NAZLEHE R T 5,

The Commission shall make publicly available the list of the bodies notified under this Regulation,

including the identification numbers that have been assigned to them and the activities for which
they have been notified. The Commission shall ensure that the list is kept up to date.
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%5 36 & BHMDER

Article 36 Changes to notifications

1

FETEHRRANER 33 SRICEDDBEHTHEE L2 soT, T2, R To5E e
LCU VRN EDERNBEWERS ) b, F720%, ZOINTEREEZITT-E x0T, Uik,
T2, BRI FEBURA AT D, COWFRIZIBNT, EOEIL, ZDFEE
FHRR TR, FRS - B BAL TEEL, 20, FEEHIRR L TEOE RA IR~k
D525, ZOBFWEEEN, FEERRROTHASTE R LV [ERERRDEF 33 SRICEDDHELHC
WA L7207z, T2, ZOFEHFNFDOFEHE TR L QRN EDRERICELT-E
X3, ZOBFWERAE, ZOEMDOERMEOHEIIGU T, Lnd~, ZOHEAZEHIFRL,
fEIRL, F720F, #iEd %, ZFOmasias, NEE SR OMOMREICRL, EbHIZ,
LB _GERET 5,

Where a notifying authority has suspicions or has been informed that a notified body no longer meets
the requirements laid down in Article 33, or that it is failing to fulfil its obligations, that authority
shall without delay investigate the matter with the utmost diligence. In that context, it shall inform
the notified body concerned about the objections raised and give it the possibility to make its views
known. If the notifying authority comes to the conclusion that the notified body investigation no
longer meets the requirements laid down in Article 33 or that it is failing to fulfil its obligations, it
shall restrict, suspend or withdraw the notification as appropriate, depending on the seriousness of
the failure. It shall also immediately inform the Commission and the other Member States
accordingly.

RIORIIR, 451D UITRIRIORR, F2i3, RS OEEZA& TSEIGE, @
PERBENS, URAFE RO R B FREMMRI RS, F213, A OlmkRS )
BOEEROEIZZ ORI FIH TEDIDNRE SN D Ea i D7 DY FALT
ZtE T Do

In the event of restriction, suspension or withdrawal of notification, or where the notified body has
ceased its activity, the notifying authority shall take appropriate steps to ensure that the files of that
notified body are either taken over by another notified body or kept available for the responsible
notifying authorities at their request.

537 & HEEROBBEROES

Article 37 Challenge to the competence of notified bodies

1

BRMNERRIT, TNREREEIT, F 33 RTEDLEY RS TOD S
MBI ES DB TORMNZRET D,
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The Commission shall, where necessary, investigate all cases where there are reasons to doubt
whether a notified body complies with the requirements laid down in Avrticle 33.

2. IEFOREBAIE, ROINZERITHIL, BERITISUT, B DiaEimkomms Bhdd 54T
DORSEEHATRAET D,

The Notifying authority shall provide the Commission, on request, with all relevant information
relating to the notification of the notified body concerned.

3. BUINEZEERT, ARCEIDHEDERE TAFLI-ETORERHEOL DL THY
WoN DT EEMERT 2,

The Commission shall ensure that all confidential information obtained in the course of its
investigations pursuant to this Article is treated confidentially.

4, FRTEHREES 33 S TED AR I AL TV VRN EE T A L el Ao 7o Z L RN 2
BENMERLIZL X, MINEERIL, ZIDLER L& TREORIEZE, BETT T
DIERRES LB S ERSE 2T D2 A BRI DB 2T U REA SR T 5, Miksk
TR, 8 74 55505 2 U9 8k Bl > CHRS D,

Where the Commission ascertains that a notified body does not meet or no longer meets the
requirements laid down in Article 33, it shall adopt a reasoned decision requesting the notifying
Member State to take the necessary corrective measures, including withdrawal of notification if
necessary. That implementing act shall be adopted in accordance with the examination procedure
referred to in Article 74(2).

% 38 & {ECHRmDFE
Article 38 Coordination of notified bodies

1. BRINEERT, ZOHANZE> TEHESNADEHIREIL, ZOMANCES Al VAT LD A
PRI TR 2 38\ CHEBIA B ERLARI O U725 HEE K OV 10355 T B, FaERARD
PRI —T O CHIEI OER SN A Z & 25,

The Commission shall ensure that, with regard to the areas covered by this Regulation, appropriate
coordination and cooperation between notified bodies active in the conformity assessment
procedures of Al systems pursuant to this Regulation are put in place and properly operated in the
form of a sectoral group of notified bodies.

2. HERREND, ZORRRIEIC L > THEESHCHRGEHRDS, EHES, F3, FEShR&EIC
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Member States shall ensure that the bodies notified by them participate in the work of that group,
directly or by means of designated representatives.

%39 & F=EOEAEETHER

Article 39 Conformity assessment bodies of third countries

BRME DS ARG L CUOD 3 —EOIERH I DUV TBOLSIVIZE A PR IR T,
DB FRERREOTEIZZ T ZEDTO BN D,

Conformity assessment bodies established under the law of a third country with which the Union
has concluded an agreement may be authorised to carry out the activities of notified Bodies under
this Regulation.

F5F RMRE, BEMEHE, AT, S8
Chapter 5 Standards, Conformity Assessment, Certificates, Registration

40 & BEEShT-HiiirieE
Avrticle 40 Harmonised standards

EU B L CEOSN RSN B SN HA A E S 713 E D — 5 T e D)
27 Al VAT AT, FISOBEARHEENZF SO B A A AHEPANIC IS T, AR
2 FEZED DB A TR L QOB EHEES LD,

High-risk Al systems which are in conformity with harmonised standards or parts thereof the
references of which have been published in the Official Journal of the European Union shall be
presumed to be in conformity with the requirements set out in Chapter 2 of this Title, to the extent
those standards cover those requirements.

FALE Btk

Article 41 Common specifications

L 5540 SIOTT OSSR A EL /2 S, T3, BT e Lsh s 1
AP TI720, BRI, BRET BREED %A L HAR BRI SR AL~
BB LR BRI D50, BONEERE, ST, A9 2 #1c
TEW BB T AL AR TR 5, ZNbO T TAIL, 45 74 455 2 ISR
BRI CRIRS NS,
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Where harmonised standards referred to in Article 40 do not exist or where the Commission
considers that the relevant harmonised standards are insufficient or that there is a need to address
specific safety or fundamental right concerns, the Commission may, by means of implementing acts,
adopt common specifications in respect of the requirements set out in Chapter 2 of this Title. Those
implementing acts shall be adopted in accordance with the examination procedure referred to in
Article 74(2).

2. BRINEERD, 3 1 BRIl AR 1= 00, BRINE S ORI B -5k
DTS DAV Bk E - IV — T 0 B tfed 5,

The Commission, when preparing the common specifications referred to in paragraph 1, shall gather
the views of relevant bodies or expert groups established under relevant sectorial Union law.

3. LR ERIE TR T DEIAY Al VAT A, ERbOIER TS0
P eI DRPANIZRN T, AKER 2 FED D EETURL TODEEESID,

High-risk Al systems which are in conformity with the common specifications referred to in
paragraph 1 shall be presumed to be in conformity with the requirements set out in Chapter 2 of this
Title, to the extent those common specifications cover those requirements.

4. F VAR BRI IE BT WS, ORI, Dk bbhmiakety
SN L ORI T DIRME DR LT 2B IR SRS,

Where providers do not comply with the common specifications referred to in paragraph 1, they
shall duly justify that they have adopted technical solutions that are at least equivalent thereto.

FRE —ENEHOFREMEDHRE

Article 42 Presumption of conformity with certain requirements

1. 0O Al AT LOFHID HREZEIC AN BT, 20 Al VAT L0FHSNAZENE
S TWAEEFINIC 31T 2 HERAY, 178N R/ 68 o~ O EELBIR 57 —#
PR ORISR A2 Al AT T, 55 10 4645 4 BT ED DB L Td
EHEESIND,

Taking into account their intended purpose, high-risk Al systems that have been trained and tested
on data concerning the specific geographical, behavioural and functional setting within which they
are intended to be used shall be presumed to be in compliance with the requirement set out in Article
10(4).
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MRINEEES M O D HHII(EV) 2019/881%3 2 LA A/ N —T % 2 U Tl ED T CREsES
n, X, 2OV AT AU TRBANCIESSER B S DTSN, 7>, EU B L
IZBW TR LI TE S E SO HENN RSN @V AT Al VAT M, Zin0H
A=Y X2V T 38D LT A E S 32O — 52 NSO B4 545 R
0, ZOMANDE 15 K ED DY A/ 3= F 2 VT DFYZEFL QWD EHEES LD,

High-risk Al systems that have been certified or for which a statement of conformity has been issued
under a cybersecurity scheme pursuant to Regulation (EU) 2019/881 of the European Parliament
and of the Council % and the references of which have been published in the Official Journal of the
European Union shall be presumed to be in compliance with the cybersecurity requirements set out
in Article 15 of this Regulation in so far as the cybersecurity certificate or statement of conformity
or parts thereof cover those requirements.

SE 43 EATEEHE

Article 43 Conformity assessment

1

G N OF 1 BAZHETDEYAY Al AT MIEAL T, AKES 2 350D 5B A5

YRZ Al S AT DISESFLCOB IS AL C, 5 40 S8 3 A b - HtiEnes 7

OEMEEDNEHA LI, F20X, ZADEA FTRERE X, 3 41 RlOoR7 HamtikaE

FLTZEEE, O8I, DLFOTFHDOWT TN

@) B IV IR NSV E LR S e I 2 AT T

() B VII \RT, FRERR B 5972, WL AT AORHE K OB DR
iz RS i AR T

For high-risk Al systems listed in point 1 of Annex 11, where, in demonstrating the compliance of a

high-risk Al system with the requirements set out in Chapter 2 of this Title, the provider has applied

harmonised standards referred to in Article 40, or, where applicable, common specifications referred

to in Article 41, the provider shall follow one of the following procedures:

(@ the conformity assessment procedure based on internal control referred to in Annex VI,

(b) the conformity assessment procedure based on assessment of the quality management system
and assessment of the technical documentation, with the involvement of a notified bodly,
referred to in Annex VII.

AFEF 2 BIZED DB B AT Al AT LPSESFL CODZEZRFAL T, 2815
40 FTRTEAMEENIZEHHEREA B, HLUL, L0520 2w 50X, £

8 ENISA (BRI SY A /3 —tF 207+ i) ITEIT 2, KO, 1GFHdEEMO A/ —tF 20743
AEZRE9%, AONT, BAIEU) No 526/2013 Z#BELL95, BRONGEES M OEIFS0 2019 4F 4 A 17
H O HHI(EV) 2019/881 (Cybersecurity Act) ((0J L 151, 7.6.2019, p.15).
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720%, FOIH7HEAA SN HANEED TR T, H 0, 5 41 SR HamttAr) SR A
TERNEET, ZOHRMEEL, B VIS ED DA Hl B 0,

Where, in demonstrating the compliance of a high-risk Al system with the requirements set out in
Chapter 2 of this Title, the provider has not applied or has applied only in part harmonised standards
referred to in Article 40, or where such harmonised standards do not exist and common
specifications referred to in Article 41 are not available, the provider shall follow the conformity
assessment procedure set out in Annex VII.

B VI I RTEA MM TRD BRIODT-DI2, 12481, IREiaEIR Tx5, 7277
L, ZDOVAT LN, {EFETHEES, R OMERY 7, WONZ, EU OFERE, FERRE 1350
JANZ I TH —E RSN D ZENERKEZICODIGE, ThhsiE alaealxid, % 63
555 5 T LIFES 6 SRl s R X, FEEimkE LTI TE 2,

For the purpose of the conformity assessment procedure referred to in Annex VII, the provider may
choose any of the notified bodies. However, when the system is intended to be put into service by
law enforcement, immigration or asylum authorities as well as EU institutions, bodies or agencies,
the market surveillance authority referred to in Article 63(5) or (6), as applicable, shall act as a
notified body.

BHE N OHE 2 B2 L 8 BRI EYAY Al AT ML T, 1AL, FEEEk
DERGZTED TRWRIE VI I~ NEVE A SR T2 A M M=o 200, f8m
2013/36/EU |2 Lo THIfIZZI T AE SR Lo T @D L E - — e icfitsn
TZRIKE 1 O 5 BN T @A Al A7 MIBIL T, ORI, [FFES0H
97 §72 L 101 RIS Ffed— e L TZA TS LD,

For high-risk Al systems referred to in points 2 to 8 of Annex Ill, providers shall follow the
conformity assessment procedure based on internal control as referred to in Annex VI, which does
not provide for the involvement of a notified body. For high-risk Al systems referred to in point 5(b)
of Annex 111, placed on the market or put into service by credit institutions regulated by Directive
2013/36/EU, the conformity assessment shall be carried out as part of the procedure referred to in
Articles 97 t0101 of that Directive.

BRI O ABNZYIZET DU TADEASNDEVAY Al AT MZBIL T, $245E1,
ENHDOPFEATAD N CERSDBhEE ARG, ZIHDEIAZ Al AT %
LU CIIATRE 2 B EODELE S, 730, FIHOEMANT, YikaHUlD—5E72D,
B VII O 43 55, 5544 5, 55 45 5ROV 4.6 5004 5 IELHHESD,

For high-risk Al systems, to which legal acts listed in Annex 11, section A, apply, the provider shall
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follow the relevant conformity assessment as required under those legal acts. The requirements set
out in Chapter 2 of this Title shall apply to those high-risk Al systems and shall be part of that
assessment. Points 4.3., 4.4., 4.5. and the fifth paragraph of point 4.6 of Annex V11 shall also apply.

ZDOFHHD BEIDT=DIZ, ZIHDE T IS TSR SR L, 5 33 556
4 IH, % 9 THL U 10 HIZEDHE AL OO BRI EFL CQODIERZENLD
AT A S TFROBRR W GIMISIV - Z &2 R LT, ZDEVAT Al A
T IDARHE 2 BIED DB O TR AR BT DHERAE S D,

For the purpose of that assessment, notified bodies which have been notified under those legal acts
shall be entitled to control the conformity of the high-risk Al systems with the requirements set out
in Chapter 2 of this Title, provided that the compliance of those notified bodies with requirements
laid down in Article 33(4), (9) and (10) has been assessed in the context of the notification procedure
under those legal acts.

B 1L D A BRICHIEES DI TR, BIEE O 2T DA LS BdiisdE
DT YRS DEA LT e /LT, TORSDORGESEE D E AT
AHf S IBRAS IO ZE A ATREL L CODIEE, TORUESER DA 2 BIEDLHE
2 RS DR LSV BATEERE, F703, ThsE M rRER &, 5 41 S[TRT 3k
TERROIEAL TODLEITIRY, HRBEEEEATT, TOMMBR I TS5,

Where the legal acts listed in Annex 11, section A, enable the manufacturer of the product to opt out
from a third-party conformity assessment, provided that that manufacturer has applied all
harmonised standards covering all the relevant requirements, that manufacturer may make use of
that option only if he has also applied harmonised standards or, where applicable, common
specifications referred to in Article 41, covering the requirements set out in Chapter 2 of this Title.

U7 Al VAT LS, FRPRESELSNIEET, BRSNS AT LA EIIHBI
BVDINEID, FTZE, BUEDFIHEZL > TRIISIWRE T 27 E 00N THn T, HIHT
S ey L EE T A BN

High-risk Al systems shall undergo a new conformity assessment procedure whenever they are
substantially modified, regardless of whether the modified system is intended to be further
distributed or continues to be used by the current user.

TS @D MUE - T —E A ES NI B O T B A ke T D) A7 Al S AT
BT, S0 A RO I BV CTEDORRMEE I Lo CTEHERNIZED B TERY,
730, BIE IV OF 2 SR TEHTGED PICE FNTODIFIRO — ChHEDE
A7 Al VAT DR OED T AT NOMREDOZE IS, KEREEFARRL 720,
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For high-risk Al systems that continue to learn after being placed on the market or put into service,
changes to the high-risk Al system and its performance that have been pre-determined by the
provider at the moment of the initial conformity assessment and are part of the information contained
in the technical documentation referred to in point 2(f) of Annex 1V, shall not constitute a substantial
modification.

5. FONEERN, SRR UMILE/ 5 ST ERME RO BRGNS 7280, Bl
VI KOBIE VI 27 > 75—~ 5 BRIODT-0DI28 73 St TSN T 4% 5
R DHEBRE 5-2 Hid,

The Commission is empowered to adopt delegated acts in accordance with Article 73 for the
purpose of updating Annexes VI and Annex VII in order to introduce elements of the conformity
assessment procedures that become necessary in light of technical progress.

6. PRINEERIE, BN N O 2 5720 LEE 8 FATRT @AY Al VAT LRI VIR
IE AR TR R T DO ARSE D72, 5 1 TEN O 2 TBAUWIET 572D
ESNATAZEIRT DHERA 52 550, BINZEBE AL, EDLI720 AT AITE>TURS
VDR S OVZ2 il N EEARR S MER D RFEI e 3 DV A7 2B 135 ECEITR=~
M2 L TR VIR NSRS BLA SEE e 3 D SRl B0 52, 2L C, H5E
FEFROENZ BT D1 U HE 1 e ONE ORI ATREM A B EICANT- BT, 2D IO ZFT:
SNAATAEIRT D,

The Commission is empowered to adopt delegated acts to amend paragraphs 1 and 2 in order to
subject high-risk Al systems referred to in points 2 to 8 of Annex 111 to the conformity assessment
procedure referred to in Annex VI or parts thereof. The Commission shall adopt such delegated acts
taking into account the effectiveness of the conformity assessment procedure based on internal
control referred to in Annex VI in preventing or minimizing the risks to health and safety and
protection of fundamental rights posed by such systems as well as the availability of adequate
capacities and resources among notified bodies.

$ A& RS
Article 44 Certificates

L BIRE VI IZHE TSR ORI TSN DREHE L, T OFRE/HR) MRz SRERIEIC
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Certificates issued by notified bodies in accordance with Annex V11 shall be drawn-up in an official

Union language determined by the Member State in which the notified bodly is established or in an
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official Union language otherwise acceptable to the notified bodly.

AEHES, FRSIVHIMINA I CHY, EOMIMIL b FFABR TUIRBR, TIEEND
DHFHICESE, FEREOAMES, B ATREZ @ SRl e S0~ 7o FraHiia SR
LT, ZNEN b FLBA DL EICHIRIERSNASD,

Certificates shall be valid for the period they indicate, which shall not exceed five years. On
application by the provider, the validity of a certificate may be extended for further periods, each not
exceeding five years, based on a re-assessment in accordance with the applicable conformity
assessment procedures.

FEEREREDS, Al S AT WISASEKER 2 FEZEODBELHIE S L el Te Sl LT &1,
ORI, MO FRIZBREICAI LT, ZOREHEKIZ L > TED IS
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Where a notified body finds that an Al system no longer meets the requirements set out in Chapter
2 of this Title, it shall, taking account of the principle of proportionality, suspend or withdraw the
certificate issued or impose any restrictions on it, unless compliance with those requirements is
ensured by appropriate corrective action taken by the provider of the system within an appropriate
deadline set by the notified body. The notified body shall give reasons for its decision.

45 & EEARBIOREI SN HFAREBILT
Article 45 Appeal against decisions of notified bodies

RERRIEN T, FEEHRROIEICIE S22 ER RS S LS, SREE L TONIRFAAZ
T TR TEHILERMERT D,

Member States shall ensure that an appeal procedure against decisions of the notified bodies is
available to parties having a legitimate interest in that decision.

56 46 & AR IEEIRMLET

Article 46 Information obligations of notified bodies

1
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Notified bodies shall inform the notifying authority of the following:

(@ any Union technical documentation assessment certificates, any supplements to those
certificates, quality management system approvals issued in accordance with the requirements
of Annex VII;

(b) any refusal, restriction, suspension or withdrawal of a Union technical documentation
assessment certificate or a quality management system approval issued in accordance with the
requirements of Annex VII;

(c) any circumstances affecting the scope of or conditions for natification;

(d) any request for information which they have received from market surveillance authorities
regarding conformity assessment activities;

(e) on request, conformity assessment activities performed within the scope of their notification
and any other activity performed, including cross-border activities and subcontracting.

ARSI T, OGBS, LT O HZ 835

@) ZOFEEMMAES, (5 IEFTHIHL - E S AT LRGEE, MO, BERITIG
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(b) FOFEERRRMER, BUH, 451k F72i 32 OO RA L7 ERMNE S H G Hh
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Each notified body shall inform the other notified bodies of:

(@ quality management system approvals which it has refused, suspended or withdrawn, and,
upon request, of quality system approvals which it has issued;

(b) EU technical documentation assessment certificates or any supplements thereto which it has
refused, withdrawn, suspended or otherwise restricted, and, upon request, of the certificates
and/or supplements thereto which it has issued.

FHREMRRD, MU A THRER A C U DRIk SRS B2 24 TL CODRIOHE
TR L, TEARAZ0E SRR, KO, BERISISU T, Fir i o P ER IR
(ZBE DB AR D,

Each notified body shall provide the other notified bodies carrying out similar conformity

assessment activities covering the same artificial intelligence technologies with relevant information
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on issues relating to negative and, on request, positive conformity assessment results.

5 47 & EAMEFHETFARORH

Article 47 Derogation from conformity assessment procedure
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By way of derogation from Article 43, any market surveillance authority may authorise the placing
on the market or putting into service of specific high-risk Al systems within the territory of the
Member State concerned, for exceptional reasons of public security or the protection of life and
health of persons, environmental protection and the protection of key industrial and infrastructural
assets. That authorisation shall be for a limited period of time, while the necessary conformity
assessment procedures are being carried out, and shall terminate once those procedures have been
completed. The completion of those procedures shall be undertaken without undue delay.

2. IR, FOEUAY Al AT LINAERES 2 OB A ESEL QAT
BEARREEE ST 7= L ZIZBRY, TSNS, T OTTSEAREREN L, FNZEE S OMoORERL
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The authorisation referred to in paragraph 1 shall be issued only if the market surveillance authority
concludes that the high-risk Al system complies with the requirements of Chapter 2 of this Title. The
market surveillance authority shall inform the Commission and the other Member States of any
authorisation issued pursuant to paragraph 1.

3. 1 IS TRRIEID TR R o TRSIVIZRF RN RAL, 3 2 IO R
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Where, within 15 calendar days of receipt of the information referred to in paragraph 2, no objection
has been raised by either a Member State or the Commission in respect of an authorisation issued
by a market surveillance authority of a Member State in accordance with paragraph 1, that
authorisation shall be deemed justified.

4. 52 TR @A T -7 A5 15 T8 H LIPS RIS E O iR RN 2 o T
485



e GRS 6 555 (2021411 A)
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Where, within 15 calendar days of receipt of the notification referred to in paragraph 2, objections
are raised by a Member State against an authorisation issued by a market surveillance authority of
another Member State, or where the Commission considers the authorisation to be contrary to Union
law or the conclusion of the Member States regarding the compliance of the system as referred to in
paragraph 2 to be unfounded, the Commission shall without delay enter into consultation with the
relevant Member State; the operator(s) concerned shall be consulted and have the possibility to
present their views. In view thereof, the Commission shall decide whether the authorisation is
justified or not. The Commission shall address its decision to the Member State concerned and the
relevant operator or operators.

5. ZOFFRINERSIRWEHIESNASE, ZOFFRN, BAR T DRERE D M5
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If the authorisation is considered unjustified, this shall be withdrawn by the market surveillance
authority of the Member State concerned.
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By way of derogation from paragraphs 1 to 5, for high-risk Al systems intended to be used as safety
components of devices, or which are themselves devices, covered by Regulation (EU) 2017/745
and Regulation (EU) 2017/746, Article 59 of Regulation (EU) 2017/745 and Article 54 of
Regulation (EU) 2017/746 shall apply also with regard to the derogation from the conformity
assessment of the compliance with the requirements set out in Chapter 2 of this Title.

% 48 % EU JEI:I =1_} =] =
Article 48 EU declaration of conformity

1. BT, [EHx D Al AT AZHOWTERmICES EUBESES2ERL, 20 Al AT L
486



e GRS 6 555 (2021411 A)

A ZED N F TV —E RSN % 10 4, BRBSHEROHDEPFERID B IS
FIFICELIDNRES D, BU HEESEIL, TOESEPMESIVZ Al AT LERFE
T5, EU G EH 5 HOERNT, ZoRITEUT, Bl DRMEHERO &H D ENHEBN L
THRftSh D,

The provider shall draw up a written EU declaration of conformity for each Al system and keep it at
the disposal of the national competent authorities for 10 years after the Al system has been placed
on the market or put into service. The EU declaration of conformity shall identify the Al system for
which it has been drawn up. A copy of the EU declaration of conformity shall be given to the relevant
national competent authorities upon request.
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The EU declaration of conformity shall state that the high-risk Al system in question meets the
requirements set out in Chapter 2 of this Title. The EU declaration of conformity shall contain the
information set out in Annex V and shall be translated into an official Union language or languages
required by the Member State(s) in which the high-risk Al system is made available.

EUAZ Al VAT L5, EU G B 52 BR T DRIOMNESIEEHEI U IR 255, €
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BESEMEESND, TOESEL, TOESELEET RN ESIE AL D
1= DI B2 B TOTEREED D,

Where high-risk Al systems are subject to other Union harmonisation legislation which also requires
an EU declaration of conformity, a single EU declaration of conformity shall be drawn up in respect
of all Union legislations applicable to the high-risk Al system. The declaration shall contain all the
information required for identification of the Union harmonisation legislation to which the
declaration relates.

EU EESEAIT 5281240, =I5, A0 2 BITED 2O HI L T
HTaf0, TORMHEDL, €D EUBEAESENRHOLD THHILE LD~ HERFS
60

By drawing up the EU declaration of conformity, the provider shall assume responsibility for
compliance with the requirements set out in Chapter 2 of this Title. The provider shall keep the EU

declaration of conformity up-to-date as appropriate.
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The Commission shall be empowered to adopt delegated acts in accordance with Avrticle 73 for the
purpose of updating the content of the EU declaration of conformity set out in Annex V in order to
introduce elements that become necessary in light of technical progress.

F 49 EEMED CET—Y
Article 49 CE marking of conformity
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ey, CE ~—271%, ia = XRACE BIZLb LKA,

The CE marking shall be affixed visibly, legibly and indelibly for high-risk Al systems. Where that
is not possible or not warranted on account of the nature of the high-risk Al system, it shall be affixed
to the packaging or to the accompanying documentation, as appropriate.

AL 1 I T CE ~—213, HHI(EC) No 765/2008 7 30 Sl s 5 — AR A AR
T2,

The CE marking referred to in paragraph 1 of this Article shall be subject to the general principles
set out in Article 30 of Regulation (EC) No 765/2008.

FHSHEHATRE R EIE, CE ~—213, 5 43 SIED Dl tEEHh T BL CTliksa
EVRTERIRR O RS Bt T TRt 2, TOMABIE L, TDOEIVAT Al AT LN
CE ~— 7 DOBHAAT- L QAT E AR IEE B R CH FoRS LA,

Where applicable, the CE marking shall be followed by the identification number of the notified
body responsible for the conformity assessment procedures set out in Article 43. The identification
number shall also be indicated in any promotional material which mentions that the high-risk Al
system fulfils the requirements for CE marking.

FEO0FE XEDORFF

Atrticle 50 Document retention

FERHEEL, 0 Al VAT L THEHZEDIVE T —E RIS =5 10 4FEH, TshE
FRDIHDEPEERE)S B ISR CE DI FOSCEZARE T 5
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OREVE G E P&

(b) 5517 R SEE B AT LEBR T HI0E,

©) EhEHFTREREEE, FREHAR S Lo RSV I B 9530,
d) EhSEH ATRERE X, FREHAR) OISR E LN LIS S
) HBFITRTEUEAESZ

The provider shall, for a period ending 10 years after the Al system has been placed on the market or
put into service, keep at the disposal of the national competent authorities:

(@ the technical documentation referred to in Article 11,

(b) the documentation concerning the quality management system referred to Article 17;

(c) the documentation concering the changes approved by notified bodies where applicable;

(d) the decisions and other documents issued by the notified bodies where applicable;

(e) the EU declaration of conformity referred to in Article 48.

BoLE B
Article 51 Registration

%6 450 2 IR EUAYZ Al VAT AETGICES F T —E AT 5hi0Z, f2it
2, FX, ENSEA AR R L XN, HEROH AR, Uik AT L% 60 SRR
EU 7 —H_X—RA| 8% 3D,

Before placing on the market or putting into service a high-risk Al system referred to in Article 6(2),
the provider or, where applicable, the authorised representative shall register that system in the EU
database referred to in Article 60.

FIVRK —ED Al S RTLIZEY 5ERERT
Title IV Transparency Obligations for certain Al Systems

W52 & —RED Al VAT LICET 5B ERR
Article 52 Transparency obligations for certain Al systems

1

TS, ZDOZEDFIHDIRGIL USROS TIFRWRD, MEZRRADY Al AT
LEDRITRONENL TODZEDIFER A YLD DT DI FIETHARNEDHD
RVEVE BT D Al VAT DR OBREN D Z LA MRS D, ZOFHEIE, ThHm
AT IS T A% iR T AT I AR CRIA FTREIZ S QWAL DO TR ER
0, JUTA TAORE, T, AR OSRBOTZOIIERIC > GROLI TS Al AT
AZEAL TIeb7euy,

Providers shall ensure that Al systems intended to interact with natural persons are designed and
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developed in such a way that natural persons are informed that they are interacting with an Al system,
unless this is obvious from the circumstances and the context of use. This obligation shall not apply
to Al systems authorised by law to detect, prevent, investigate and prosecute criminal offences,
unless those systems are available for the public to report a criminal offence.

DERERRS AT NEINTARER A AT 2OFE T, AUl TOD BIRAIC
KL, VAT LOERIZOWTIHFEGRIET 2, ZOFEIT, LI TAOREN, T8I, 8 &

USRBDT-DITEHIZ L > TRRO IV CODARERFEDOT-DIZ AN LID Al AT
LTHEAL TERBA0,

Users of an emotion recognition system or a biometric categorisation system shall inform of the
operation of the system the natural persons exposed thereto. This obligation shall not apply to Al
systems used for biometric categorisation, which are permitted by law to detect, prevent and
investigate criminal offences.

TFAETDHMEN, PHE, AT EITF LIS B LT HSRESESEIL, 7230, FIA
WIEIITEE THLDOIDNFHRS T ELEIG, EEE - Iwgoa T N T 10—
TxAY ) BERREITEYET D Al AT AOFIHENL, FOa 7o "NAAN TN AR E
T ESNT b DO THDHZEZ BT 5,

Users of an Al system that generates or manipulates image, audio or video content that appreciably
resembles existing persons, objects, places or other entities or events and would falsely appear to a
person to be authentic or truthful (‘deep fake”), shall disclose that the content has been artificially
generated or manipulated.

727120, % 1 BRI, USRI TAORE, T, AN OFREDT=OITE L > TEOF]
HDROLILTCWDEE, F21E, BUDREAMEETEO I CIRESILTOHEBLD B HOME
FNEONCENT L OB B HOMER O TED T2 (B G5THY, v, HZHD
HERI X OVA BO 7= Db e 22 e T IRL QOB EXT, AL TIen2uy,

However, the first subparagraph shall not apply where the use is authorised by law to detect, prevent,
investigate and prosecute criminal offences or it is necessary for the exercise of the right to freedom
of expression and the right to freedom of the arts and sciences guaranteed in the Charter of
Fundamental Rights of the EU, and subject to appropriate safeguards for the rights and freedoms of
third parties

55 1IH, 5 2 A O 3L, ZORBIOS N FKIZEDDEH KR OFE A FEL TUdebs
Uy,
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Paragraphs 1, 2 and 3 shall not affect the requirements and obligations set out in Title 111 of this
Regulation.

VR BiENEXEY HEE

Title VV Measures in Support of Innovation

FEE3F ALEEYURRYIR
Article 53 Al regulatory sandboxes

1

16 UL IO AR E DRSS HESR D > DR 7 1 3N 7 — AR B B I > GRITD
A ANEEY U RRY 7 A, (ERIOFHEIZLD, Al S AT LTS ED I E 1T —E
A THEES A HIDOBRES IV, Fo87R Al A7 LOBR%E, SR OWErE A
DREPISII BRI 2, ZAUL, ZOBRIO B OB FAERT 5720, KUY, £
DERHE T HEXITL, YRR 7 AN TR DR E AL K OMERREN DS FA R
D75 DRREHETRD B DR L DIEHED A K ORI D T 15,

Al regulatory sandboxes established by one or more Member States competent authorities or the
European Data Protection Supervisor shall provide a controlled environment that facilitates the
development, testing and validation of innovative Al systems for a limited time before their
placement on the market or putting into service pursuant to a specific plan. This shall take place
under the direct supervision and guidance by the competent authorities with a view to ensuring
compliance with the requirements of this Regulation and, where relevant, other Union and Member
States legislation supervised within the sandbox.

ERRENS, ZOHEH e Al AT LOMENT —Z DOUBEA BT EIFHAN T, HDHU N,
T HNDT AR XA DM FEIPHERE 7 SRS HERR O b RSB D R
FEFRPNIZHAHITANT, Al YEET L R ARy 7 ZD5@E I ENT — RSB L OV
LISNDIEINFSEBEBE 535 Z L a5,

Member States shall ensure that to the extent the innovative Al systems involve the processing of
personal data or otherwise fall under the supervisory remit of other national authorities or competent
authorities providing or supporting access to data, the national data protection authorities and those
other national authorities are associated to the operation of the Al regulatory sandbox.

Al IEEY RN 7 AL, BRESHENROD 8 DR B BHERR K OV IEMERRA L Cld7ebrn
W, FDIHT8T AT DOBAFE M OFRBROD RN F8 RS-l S OVl DN A7 b
FNZXFFDEKRLRVAZIL, EHITEMSNLLOEL, 13, TIUTKIRLIZEEE, ZDX
VLFRFIDM TONDET, TORPFE L OFRERO 7 1A £ 1EE70D,
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The Al regulatory sandboxes shall not affect the supervisory and corrective powers of the competent
authorities. Any significant risks to health and safety and fundamental rights identified during the
development and testing of such systems shall result in immediate mitigation and, failing that, in the
suspension of the development and testing process until such mitigation takes place.

Al JEEY VR I ZADBNIEL, YRRy 7 ZAD T TN LI DA 55 = A1
KU THIA BV fEFIZREAL, 6 rTREZR R MEE & M ORI DR BED A LSS
HIEARAWRETD,

Participants in the Al regulatory sandbox shall remain liable under applicable Union and Member
States liability legislation for any harm inflicted on third parties as a result from the experimentation
taking place in the sandbox.

Al IEEY Ry 7 A% R BT ARERKEIORRHESHERR OB OMEAE, BN THREZR B S0
PERANIZIBNT, EHOBEBIDOTEEZTREEL, 135, ZNODEIE, ZESK
OBINEERITHL, YR T TI T4 A% ED, EIHDRHIFEDOIZENSAECT- R, FA
722G, FOREIZBET 8, WD, ZBEETHEEE, VU RR 7 ANIZERB N
TEAENDZ ORI O LSO RRNES O STEOE I BT DR
T %,

Member States’ competent authorities that have established Al regulatory sandboxes shall
coordinate their activities and cooperate within the framework of the European Artificial Intelligence
Board. They shall submit annual reports to the Board and the Commission on the results from the
implementation of those scheme, including good practices, lessons learnt and recommendations on
their setup and, where relevant, on the application of this Regulation and other Union legislation
supervised within the sandbox.

HISEDTZ0 DFREMAIER OTFhe, BE, ZINMBOY U RR Y7 ZIpL0DIRE, - D
MERI S 0552 5, Al TEEY U Ry 7 ADER D A UG L, T2 TR0 TE
OBIND, THHDOFZATZL, 5 74 55 2 IR 3k T 0> THIRS S,

The modalities and the conditions of the operation of the Al regulatory sandboxes, including the
eligibility criteria and the procedure for the application, selection, participation and exiting from the
sandbox, and the rights and obligations of the participants shall be set out in implementing acts.
Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 74(2).
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% 54 & Al FEY VR RYIZARNDOBHDFIIEICETH5—ED Al S XTLOBFEDT=HD
BAT—5DRID0 BHIDT=H DR

Article 54 Further processing of personal data for developing certain Al systems in the public interest in
the Al regulatory sandbox
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In the Al regulatory sandbox personal data lawfully collected for other purposes shall be processed
for the purposes of developing and testing certain innovative Al systems in the sandbox under the
following conditions:

@)

()

©

©)

©)
(f)
©
()

0)

the innovative Al systems shall be developed for safeguarding substantial public interest in one

or more of the following areas:

(i) the prevention, investigation, detection or prosecution of criminal offences or the
execution of criminal penalties, including the safeguarding against and the prevention of
threats to public security, under the control and responsibility of the competent authorities.
The processing shall be based on Member State or Union law;

(i) public safety and public health, including disease prevention, control and treatment;

(iii) ahigh level of protection and improvement of the quality of the environment;

the data processed are necessary for complying with one or more of the requirements referred

to in Title 111, Chapter 2 where those requirements cannot be effectively fulfilled by processing

anonymised, synthetic or other non-personal data;

there are effective monitoring mechanisms to identify if any high risks to the fundamental

rights of the data subjects may arise during the sandbox experimentation as well as response

mechanism to promptly mitigate those risks and, where necessary, stop the processing;

any personal data to be processed in the context of the sandbox are in a functionally separate,

isolated and protected data processing environment under the control of the participants and

only authorised persons have access to that data;

any personal data processed are not be transmitted, transferred or otherwise accessed by other

parties;

any processing of personal data in the context of the sandbox do not lead to measures or

decisions affecting the data subjects;

any personal data processed in the context of the sandbox are deleted once the participation in

the sandbox has terminated or the personal data has reached the end of its retention period;

the logs of the processing of personal data in the context of the sandbox are kept for the duration
of the participation in the sandbox and 1 year after its termination, solely for the purpose of and
only as long as necessary for fulfilling accountability and documentation obligations under this

Article or other application Union or Member States legislation;

complete and detailed description of the process and rationale behind the training, testing and

validation of the Al system is kept together with the testing results as part of the technical

documentation in Annex IV;

ashort summary of the Al project developed in the sandbox, its objectives and expected results

published on the website of the competent authorities.

51 T, S HEOTUZB W TR RSV TS HAJLISAO BT DAFRZHE
L CUNBRRI NS 7~ ISR E D ST 720 N,
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Paragraph 1 is without prejudice to Union or Member States legislation excluding processing for
other purposes than those explicitly mentioned in that legislation.

8655 & /INRIRIBHE RUFIAED-HDIEE

Article 55 Measures for small-scale providers and users

L HEREND, DUFoisshe T %:
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Member States shall undertake the following actions:

@)
()
©

provide small-scale providers and start-ups with priority access to the Al regulatory sandboxes
to the extent that they fulfil the eligibility conditions;

organise specific awareness raising activities about the application of this Regulation tailored
to the needs of the small-scale providers and users;

where appropriate, establish a dedicated channel for communication with small-scale
providers and user and other innovators to provide guidance and respond to queries about the
implementation of this Regulation.

2. 43 RTESEAEHIO TR sE 4 08, ZhbDREEHEOBUSLTIGURIC
LB TEDOFLEEIREAL , /NUZ R B ORERIOF RN OFFEN BRI AL D,

The specific interests and needs of the small-scale providers shall be taken into account when setting
the fees for conformity assessment under Avrticle 43, reducing those fees proportionately to their size
and market size.
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EAUE

Title VI Governance

FIE BMATHEERERS
Chapter 1 European Avrtificial Intelligence Board

56 & FUNATHRERERORE
Article 56 Establishment of the European Artificial Intelligence Board

1

IN AN THRERE S (EER)) HRESID,
A ‘European Artificial Intelligence Board’ (the ‘Board’) is established.

FEAT, LTFOT0IZ, BINZERITHL, BiSSiBhateftd 5.

@ ZOBANZI S TEHEINL A B D [ENETE R LR N Z B D T 72 )
INTE#RS DT80

() ZOHHANZL> TUESNLFHE T DN G2 7> TAEL COD G
PRI BAL, BRINZE B e ONEINE BRERERT N E N LIS ORI HERR DS B
SO R OV iEE L, ZAUCEHRRT D729 ;

© ZOHRIDO—E DS LR T 5 _ECENEEREEE K OB 4 #HiB3
BT,

The Board shall provide advice and assistance to the Commission in order to:

(@ contribute to the effective cooperation of the national supervisory authorities and the
Commission with regard to matters covered by this Regulation;

(b) coordinate and contribute to guidance and analysis by the Commission and the national
supervisory authorities and other competent authorities on emerging issues across the internal
market with regard to matters covered by this Regulation;

(c) assist the national supervisory authorities and the Commission in ensuring the consistent
application of this Regulation.

51 & RESOEE
Atrticle 57 Structure of the Board

ZERT, YO R FIZN LB ER SO~V O E IS TRESH O ENEE
ERERR, KUY, BN T — 2 OB BN Lo TSIV D, ELISADIEINEEEE, Fles
NOIRR RSN OREPIL B 20 D THHE XS, TORAITHRESIED,

The Board shall be composed of the national supervisory authorities, who shall be represented by
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the head or equivalent high-level official of that authority, and the European Data Protection
Supervisor. Other national authorities may be invited to the meetings, where the issues discussed are
of relevance for them.

2. EEAL, KINEESORBEES-%, TOMRE DM IOVERESO TR
EERT 5, TR, 55 58 RIFIFTHERES @Eﬁa’k@%{WTkEg@ﬂ_é% ST
Db EHDH, ZESE, ERIOREZIR2 BRIOT-OIS@R 7 7 v — 7% 3%
B TXD,

The Board shall adopt its rules of procedure by a simple majority of its members, following the
consent of the Commission. The rules of procedure shall also contain the operational aspects related
to the execution of the Board’s tasks as listed in Article 58. The Board may establish sub-groups as
appropriate for the purpose of examining specific questions.

3. ZEEAIT, KMEESICI>TEESND, INEEST, SATHEL, ZoHHIcES
REEORH M OFBESOTHIRANGEST, #iE %E{r@% MINFZESIL, ZOHH
\ZIAEEEDIEFNDT- D DOFERAEH N OVt o e titd-5,

The Board shall be chaired by the Commission. The Commission shall convene the meetings and
prepare the agenda in accordance with the tasks of the Board pursuant to this Regulation and with
its rules of procedure. The Commission shall provide administrative and analytical support for the
activities of the Board pursuant to this Regulation.

4. EERT, TORAITHETDINIRMFE K OA 7P — A —ZAE TE, 1o, Ve
PHNTZES @EEJ@T*?E&M L4 5O MEBRDH L5 —FH LOM TERAHED
DOIENTED, TOHMIDIZDOIZ, INER AL, ZESEHNESOM, FH5R, &
R O V—T L DO T R A AARRE TE D,

The Board may invite external experts and observers to attend its meetings and may hold exchanges
with interested third parties to inform its activities to an appropriate extent. To that end the
Commission may facilitate exchanges between the Board and other Union bodies, offices, agencies
and advisory groups.

E 8 E BRSO
Avrticle 58 Tasks of the Board

5556 255 2 THO SR Z I\ TRINZER B2 T L TS M OB AL 2%, BRI,
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(b) 553 RN ITVEEY IR 7 ZDOBBZEET 20 DA 50, MRIEINICISITDH—
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(i) 2571 SRR IATEEIOREC BT HERIER A B0, FRESCEOHERIZRIL,

When providing advice and assistance to the Commission in the context of Article 56(2), the Board
shall in particular:
(@ collect and share expertise and best practices among Member States;
(b) contribute to uniform administrative practices in the Member States, including for the
functioning of regulatory sandboxes referred to in Article 53;
(c) issue opinions, recommendations or written contributions on matters related to the
implementation of this Regulation, in particular
(i) on technical specifications or existing standards regarding the requirements set out in
Title 111, Chapter 2,
(i) on the use of harmonised standards or common specifications referred to in Articles 40
and 41,
(iii) on the preparation of guidance documents, including the guidelines concering the
setting of administrative fines referred to in Article 71.

F2HE BEHERDHSEMNHE
Chapter 2 National Competent Authorities

5559 & HHHERDHIEFIMBEIDIETE

Article 59 Designation of national competent authorities

1L ZOBRAIOBEM R OFEERHER D720, FABRIEIC I TSRO HDIEIPIRER) S
EFTIHRESND, BEHEROHDEPIEEAL, COREBIDTEEN N ORFOZ BN O
IR RE S DI THHRkS LD,

National competent authorities shall be established or designated by each Member State for the
purpose of ensuring the application and implementation of this Regulation. National competent
authorities shall be organised so as to safeguard the objectivity and impartiality of their activities and
tasks.

2. FHEREN, BESHEIRODLIEINFERIO s DIEINETE MBI AHEE 9%, BRI 2t
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TE DL DEGHRRE LM O TE EOAREAERED S e A, ENETEREL,
TEEIRERE M ORI LT T8,

Each Member State shall designate a national supervisory authority among the national competent
authorities. The national supervisory authority shall act as notifying authority and market
surveillance authority unless a Member State has organisational and administrative reasons to
designate more than one authority.

RERRIENT, BRINEBZATHIL, TOMKEOTEE, kO, THNEH IRel &3, 50
PRI DRSS 2,

Member States shall inform the Commission of their designation or designations and, where
applicable, the reasons for designating more than one authority.

HERRIEN T, IESHERRD & DIEIPEEEN Z ORI S< 2 OBEBIORE &= 7o D+
DIRER M ONBZARMSN D EZMER T D, LD, BESHERDOHDENHERIL, £
DRES I M OB FHRISS N LHRERLANY, 7 — 2 R OT —FasCa—T 427, JAR o
Fll, SRR M OV EDY AT OTRAEYE, WONT, BEAFOEAEENE K ONERE DB 0050
i A CODTEHHNCRIF FTRE T H 72 BOBEEZ L Db D LT D,

Member States shall ensure that national competent authorities are provided with adequate financial
and human resources to fulfil their tasks under this Regulation. In particular, national competent
authorities shall have a sufficient number of personnel permanently available whose competences
and expertise shall include an in-depth understanding of artificial intelligence technologies, data and
data computing, fundamental rights, health and safety risks and knowledge of existing standards and
legal requirements.

RERRENT, BRINEBRITHL, FRRT, ZO53EORMIiATRA T, BBHEROLDEN
BIDBE & XN B ORI BET D, INEERT, FRELUHVELEIEDT-DIZ,
ZERITHL TEDOFRE A2,

Member States shall report to the Commission on an annual basis on the status of the financial and
human resources of the national competent authorities with an assessment of their adequacy. The
Commission shall transmit that information to the Board for discussion and possible
recommendations.

BRMNEE RN, BSHERD &5 ENBEBIDRIORHRD Sz etE 42,

The Commission shall facilitate the exchange of experience between national competent authorities.
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TSHERR D H D EIPEB L, /NI TR 20 D% 5, ZORIAID ST
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DIEDIBEDTDD 1 S>OH PG fEE R T HZEH TED,

National competent authorities may provide guidance and advice on the implementation of this
Regulation, including to small-scale providers. Whenever national competent authorities intend to
provide guidance and advice with regard to an Al system in areas covered by other Union legislation,
the competent national authorities under that Union legislation shall be consulted, as appropriate.
Member States may also establish one central contact point for communication with operators.

RRMEEORERE, )/ &% O S Z o BRI @ EPHNICH 056, BN T — 2 ORahs
BB, ZnHorkB, #Ym & ORERkD B EN B9 DI HERRD & HHEBEE LTI T8I T2,

When Union institutions, agencies and bodies fall within the scope of this Regulation, the European
Data Protection Supervisor shall act as the competent authority for their supervision.

FEVER RAF7OVO/IRY Al VRTLD EU T—ER—R
Title VII EU Database for Stand-alone High-risk Al Systems

FEO0FE REAVEFOVDE)RY Al VAT LD EU T—ERA—X
Article 60 EU database for stand-alone high-risk Al systems

1

BRMNZE T, HRRIEL B T, 55 51 STl THERESNDH 6 5 2 IR T @A
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The Commission shall, in collaboration with the Member States, set up and maintain a EU database
containing information referred to in paragraph 2 concerning high-risk Al systems referred to in
Avticle 6(2) which are registered in accordance with Article 51.

BFE VI TR 57—, #2812k > T EU 5T —#_X—2D iz Avbins, Bl
TERT, RHEE IR, B B OSEE B Fo e fiid2,

The data listed in Annex VIII shall be entered into the EU database by the providers. The
Commission shall provide them with technical and administrative support.

EU 75— AR EDLIVBIHIL, ARST 7 E AT DL 5,
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Information contained in the EU database shall be accessible to the public.

EU 7 =2~ —A3, ZORANAE TIEHEIE R ORUES 272 0 LB i R
0, AT —2%EE05H, YIERL, VAT ARG HETEZAV, 1o, TOHRME
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The EU database shall contain personal data only insofar as necessary for collecting and processing
information in accordance with this Regulation. That information shall include the names and
contact details of natural persons who are responsible for registering the system and have the legal
authority to represent the provider.

RIMNEERIT, BUT —FN—2DEEE L7025, BINEB T, I8 &k
OSEEE L EO+0070 SRR .

The Commission shall be the controller of the EU database. It shall also ensure to providers adequate
technical and administrative support.

SAVIRR TREMLHREST, (RELE, Mg

Title V111 Post-market Monitoring, Information Sharing, Market Surveillance

B 1E THLRER
Chapter 1 Post-market Monitoring

58 61 & {RHEICKATRLRERRUEIRY Al VAT LIZET STE LR EREE

Article 61 Post-market monitoring by providers and post-market monitoring plan for high-risk Al systems

1

P T, N THBERIROME R NG AT Al 3 AT ADOY AT L G HERE T, T b
TBREARS 2T DT, Do, BT 5,

Providers shall establish and document a post-market monitoring system in a manner that is
proportionate to the nature of the artificial intelligence technologies and the risks of the high-risk Al
system.

TR AT 2N, GBI D BB, FIFE OIS BT — 2 2 UE
L, 3CEKL, 730, L, 20, EYAZ Al S AT LD FEGEHIZ R CTal A7 Al &
AT DORESNZEAL, MDOTFRFEISIEEL, 230, &5 Nl ZKE 2 FEDHE M Al VA
T LGN IS FL QDI S OFEE SR CE5H I35,

The post-market monitoring system shall actively and systematically collect, document and analyse
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relevant data provided by users or collected through other sources on the performance of high-risk
Al systems throughout their lifetime, and allow the provider to evaluate the continuous compliance
of Al systems with the requirements set out in Title 111, Chapter 2.

3. MIBUREARS AT AT, M LR RE Hilia HRE 7%, TG RRERE I, R IV
(R EITCED LT D, BONEE T, iGN 07T 71—
OZDFHEINIZE O BN BFRDOY AN D Ll H R 550 % TE 6 % FEA T Ry B
R,

The post-market monitoring system shall be based on a post-market monitoring plan. The post-
market monitoring plan shall be part of the technical documentation referred to in Annex IV. The
Commission shall adopt an implementing act laying down detailed provisions establishing a
template for the post-market monitoring plan and the list of elements to be included in the plan.

4. BIRINTRIVETADEROBHEV A7 Al AT AL T, Si%riED Pz
TS REARS AT L S O LA ARG HEIS BRI SRR T DI QA e, F51TE, 55218
KOV 3T # AT, Ui AT L OGO LD ~LFFEESNS,

For high-risk Al systems covered by the legal acts referred to in Annex I, where a post-market
monitoring system and plan is already established under that legislation, the elements described in
paragraphs 1, 2 and 3 shall be integrated into that system and plan as appropriate.

%51 BRI, F545 2013/36/EU (2o Tl ES2 T 215 AR c > Tl o i 721
BRI EZAUHIE N O 5 BN T mUAZ Al A7 ATxL Chii S,

The first subparagraph shall also apply to high-risk Al systems referred to in point 5(b) of Annex Il
placed on the market or put into service by credit institutions regulated by Directive 2013/36/EU.

B2E AU TUNRUBRMERICEEY 1RO H

Chapter 2 Sharing of Information on Incidents and Malfunctioning

B2 &K EXLGA Y TURRURIEBIOHE

Article 62 Reporting of serious incidents and of malfunctioning

1. FRINESOTSHAIEDI N EI AT Al S AT LAOFMIEZ L, YA T o NEITER
DIFAEUTABRRE O TSGR L, FEARN I HER D R A B X D RRNE YLD
TR DEEDEREAER T HENOD Al AT LDOEKIRA LT U NE TR )
EHET D,
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Providers of high-risk Al systems placed on the Union market shall report any serious incident or
any malfunctioning of those systems which constitutes a breach of obligations under Union law
intended to protect fundamental rights to the market surveillance authorities of the Member States
where that incident or breach occurred.

FDOIHIEINT, ZD Al AT LEFDAL T o Ny UL TR EENE DD K FR R E -
IZED IR FREIRO AR B A TERB LTAZIE B, 70, WD EEIZ W
Th, TOERIRAL T U NETITRE RV 2 O3S )% 3 DI BT 15 H
LINIZATOND,

Such notification shall be made immediately after the provider has established a causal link between
the Al system and the incident or malfunctioning or the reasonable likelihood of such a link, and, in
any event, not later than 15 days after the providers becomes aware of the serious incident or of the
malfunctioning.

HARHY MR o AR D 2 LA T DM EEED N I61T 525 DIER L BT %18
HZSTT-4%, TR, 25 64 2555 3 T R4 EP TR 72 JEIPV TEHR%
(XL, #HET D, BINEERIT, 5 1 HIED D3G50 BT DT O DR
fREFERET D, TOFRENT, EEb, ZOMADSFERILI-# 12 > A LINICREITS D,

Upon receiving a notification related to a breach of obligations under Union law intended to protect
fundamental rights, the market surveillance authority shall inform the national public authorities or
bodies referred to in Article 64(3). The Commission shall develop dedicated guidance to facilitate
compliance with the obligations set out in paragraph 1. That guidance shall be issued 12 months
after the entry into force of this Regulation, at the latest.

FE15 2013/36/EU (2o THillA- 21T 515 B Ch At Z > TG @ MU E 1T
P —E RSB N O 5 SN~ T = A7 Al A7 MZBEAL T, WONZ, #
HI(EV) 2017/745 F OMHEIEU) 2017/746 OO &H 5RO 2 e B Th DA
7 Al VAT LFE TR ENBIR CTHLEVAZ Al VAT AL T, ERRA YT
NET TR ERh OIS, SRR DA BT DN ATED NI 535550
ESEAER T DEKRIZA LT NEITRHEEN SR ES LD,

For high-risk Al systems referred to in point 5(b) of Annex Il which are placed on the market or put
into service by providers that are credit institutions regulated by Directive 2013/36/EU and for high-
risk Al systems which are safety components of devices, or are themselves devices, covered by
Regulation (EU) 2017/745 and Regulation (EU) 2017/746, the notification of serious incidents or
malfunctioning shall be limited to those that that constitute a breach of obligations under Union law

intended to protect fundamental rights.
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FI3E BT
Chapter 3 Enforcement

¥ 63 & TEOEMRRUBNESDOTIRIZE TS Al VAT LOEE

Article 63 Market surveillance and control of Al systems in the Union market

1. ZOBROEHDOHS Al AT IR T, BHAIIEV) 2019/1020 H3EHSIVS, 72721,
ZORBIND SEH LB TO BT :
@ HHIEU) 2019/1020 O FIZI31T D850 | ERA~DOSHIE, ZOHRIOZE 113K 3
HICEDLETOEAFEEZDLLO L CEESND;
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D Al VAT LEEDLHDOEL CHiESILD,

Regulation (EU) 2019/1020 shall apply to Al systems covered by this Regulation. However, for the

purpose of the effective enforcement of this Regulation:

(@ any reference to an economic operator under Regulation (EU) 2019/1020 shall be understood
as including all operators identified in Title |11, Chapter 3 of this Regulation;

(b) any reference to a product under Regulation (EU) 2019/1020 shall be understood as including
all Al systems falling within the scope of this Regulation.

2. [ENETEREAT, BONZERITHL, EHRIC, B i i Ehom R w75,
[EINEZEREBAIT, <, BOMNEB R M OBE D EWNSA-L RIS, TR iiEE)
DINTIERLUTz, BB DM NS RO U TIRERN A b BIS 5 IH
EHET D,

The national supervisory authority shall report to the Commission on a regular basis the outcomes
of relevant market surveillance activities. The national supervisory authority shall report, without
delay, to the Commission and relevant national competition authorities any information identified in
the course of market surveillance activities that may be of potential interest for the application of
Union law on competition rules.

3. BRI O ABNCHIEET A TA SN DR EBRET A EY A7 Al AT AZEHL
T, ZOMHRND HEOT= DOTHGEAREB Y, oD 1740 FCiRESN =i
FTEENZEAL CikEA BOMREE 3%,

For high-risk Al systems, related to products to which legal acts listed in Annex 1, section A apply,
the market surveillance authority for the purposes of this Regulation shall be the authority
responsible for market surveillance activities designated under those legal acts.
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St —E BT BRI N A O ST Yo THIIZ 2T 5 AR - > TN @D
n, e Rcfisi, Tk, FIHSIS Al AT AZBEL X, ZOHRID BRIDT-D
DTGB L, ZNODNIED T TENLOEFMEEE OIS EOBTENZEIL CikE
Z B BRERER S35,

For Al systems placed on the market, put into service or used by financial institutions regulated by
Union legislation on financial services, the market surveillance authority for the purposes of this
Regulation shall be the relevant authority responsible for the financial supervision of those
institutions under that legislation.

B I OIEHETO BHIDT=DIZ AT LHFIFHSIVAIROIZ T L 50D(), 556 5%
O 7 BATHIPESND Al AT WTBIL T, #REIE, ZoRRID BRIOT-0 DO i
HAFSEAELC, F5H(EV) 2016/680 B, L<IFHAIEU) 2016/679 O RIS DIEEHERDHS
F— R BRERE, F7-1T, FNHD Al AT LA ATHELE LIFIHAL TS
T, BRS LR OB TEE) A BB DIEHETR D & D ENEERI DU T 11 %
RET 5,

For Al systems listed in point 1(a) in so far as the systems are used for law enforcement purposes,
points 6 and 7 of Annex 111, Member States shall designate as market surveillance authorities for the
purposes of this Regulation either the competent data protection supervisory authorities under
Directive (EU) 2016/680, or Regulation 2016/679 or the national competent authorities supervising
the activities of the law enforcement, immigration or asylum authorities putting into service or using
those systems.

RIS OBEE, /R & USRS Z O BRI HEFNICH o556, WONT — 2 Rk
EEE, THOOBEE, HR & OSERO TG iR e L TITE 2,

Where Union institutions, agencies and bodies fall within the scope of this Regulation, the European
Data Protection Supervisor shall act as their market surveillance authority.

FERRIENT, ZOBRID T CHESN-TERERIL, BIHE 1 (28T RN EAFE AL
EOWERE TR TR EUARY Al S AT A BREUEARRNES OO S EDE
AR 3 DAthoD BEE9- 2 [EPRERSE U I XEINHERRE OO ARG 5,

Member States shall facilitate the coordination between market surveillance authorities designated
under this Regulation and other relevant national authorities or bodies which supervise the
application of Union harmonisation legislation listed in Annex 11 or other Union legislation that
might be relevant for the high-risk Al systems referred to in Annex Il1.
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EoLE TAARUXE~ADTIER
Atrticle 64 Access to data and documentation

1. ZORBDOIEEIOBIR BT —2 R OSCE~DOT 72 AIZBAL, TR L, 7
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Access to data and documentation in the context of their activities, the market surveillance authorities
shall be granted full access to the training, validation and testing datasets used by the provider,
including through application programming interfaces (‘API’) or other appropriate technical means
and tools enabling remote access.

2. BN EE 2 mIEDAEEEY AT Al AT LINFEREL TSI EZ T A7k
ERHOAITBT, 230, BRZALIZEERICEY, fEAERE, £ Al VAT L
D) —A—R~DT I A% 5.2 Hib,

Where necessary to assess the conformity of the high-risk Al system with the requirements set out
in Title 111, Chapter 2 and upon a reasoned request, the market surveillance authorities shall be
granted access to the source code of the Al system.

3. B NNTRIEIAZ Al AT LORIHERRL T, HARY R A Cral DM N Gk
D T DD B A BB 71355 T3 D EIP TERERE =72 X B TEGRR X, £
OREREDOEAEFEMEDHIIROFPFPI F1T DL D DOBEBI F72 RO RS TS
NN A it 7= T T2 DI S SLEAD T VAR TH LY A, ZORBINZFESWTE
FRETIHERFE RIS TODILEA R T DHER M O U T 7 B 2T DHER A D, B
DA TBAER £/ AR L, BRI ORERE D TS BRI, £ DLO7R20RE
HHES D,

National public authorities or bodies which supervise or enforce the respect of obligations under
Union law protecting fundamental rights in relation to the use of high-risk Al systems referred to in
Annex |11 shall have the power to request and access any documentation created or maintained under
this Regulation when access to that documentation is necessary for the fulfilment of the competences
under their mandate within the limits of their jurisdiction. The relevant public authority or body shall
inform the market surveillance authority of the Member State concerned of any such request.

4. ZOBRNDFED % 372 H LI, SAERIEND, 55 3 TS TEHERE 7o I TBo kA
TEL, 20, ENETEEED Web HAt ETUANMARS D, HkEL, BINEESLD

DR TORERLENTSRIL TEDU AL, 13D, ZDY AN ORI A,
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By 3 months after the entering into force of this Regulation, each Member State shall identify the
public authorities or bodies referred to in paragraph 3 and make a list publicly available on the
website of the national supervisory authority. Member States shall notify the list to the Commission
and all other Member States and keep the list up to date.

TR MR AR T D L BT DRRINEATED TSR DI OERDFAELT-D
IERERT HIDIZE 3 TR SCEN O TIIRWGE, 5 3 IR TEHRERIE
T TEC AR, TSR, B TBAC > TEDOEVAY Al AT LD
Bt 22 %, BRREATL CERELSD, O TEENY, ZDEREO%DOAPE
A7 HIRINIC, BRETCO TSRS/ I THGRA BRI B 5L C, 2OsBRa k35,

Where the documentation referred to in paragraph 3 is insufficient to ascertain whether a breach of
obligations under Union law intended to protect fundamental rights has occurred, the public
authority or body referred to paragraph 3 may make a reasoned request to the market surveillance
authority to organise testing of the high-risk Al system through technical means. The market
surveillance authority shall organise the testing with the close involvement of the requesting public
authority or body within reasonable time following the request.

5 3 TR EP TS 7 IEP TBHERD ARG O R T LD AF UG #H A OSC
13, 5 70 RITED DEEM D 255578 L CHOIbILD,

Any information and documentation obtained by the national public authorities or bodies referred to
in paragraph 3 pursuant to the provisions of this Article shall be treated in compliance with the
confidentiality obligations set out in Article 70.

F 655 VRYZTRLTLS Al D RTLZEALARILTRYIES =6 DF

Article 65 Procedure for dealing with Al systems presenting a risk at national level

1

VAZZRU TS Al VAT A, B EI TR DY AT £ I AD FAH 7R
DERFE IR DUAZINEIRL TOBERD, FHHIIEU) 2019/1020 DF 3 555 19 FIERR
DYAY Zersd Bl LU TS D,

Al systems presenting a risk shall be understood as a product presenting a risk defined in Article 3,
point 19 of Regulation (EU) 2019/1020 insofar as risks to the health or safety or to the protection of
fundamental rights of persons are concerned.

Al S AT N 1 ORI IR 2R CODE T 207 AR BLAAS R E 0D T
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(ZRTDIARZ DL, OISR E ., 5 64 5005 3 TR Bt EIP TE
BRBE 7 T EP TEGRAR X L TG 9%, Bl D@ MY, BEITELT, €Dy
BRI K O LISNOER 64 5555 3 TIOR3 [EIP TR 7 JEP TBORERRE 1 /)
ERAR

Where the market surveillance authority of a Member State has sufficient reasons to consider that
an Al system presents a risk as referred to in paragraph 1, they shall carry out an evaluation of the Al
system concerned in respect of its compliance with all the requirements and obligations laid down
in this Regulation. When risks to the protection of fundamental rights are present, the market
surveillance authority shall also inform the relevant national public authorities or bodies referred to
in Article 64(3). The relevant operators shall cooperate as necessary with the market surveillance
authorities and the other national public authorities or bodies referred to in Article 64(3).

ZOFHHOMBFE BN T, TR 2D Al VAT ARZORANZED HEA KO
FEEREFL QRN EHIBIL 728X T, ZOREBNE, Eil7ed, Bl 2 ERAE AL, £
D Al L AT DEAESFS A8, FD Al AT LETHENGE X FT A0, F-1%, &7
HRHEIPNIZED Al VAT 2EV2— )L 3 5728, ZDOVATOMWEIZREG-T, FEhiti g
7R COMEY B ED T AT LA BLRT D,

Where, in the course of that evaluation, the market surveillance authority finds that the Al system
does not comply with the requirements and obligations laid down in this Regulation, it shall without
delay require the relevant operator to take all appropriate corrective actions to bring the Al system
into compliance, to withdraw the Al system from the market, or to recall it within a reasonable period,
commensurate with the nature of the risk, as it may prescribe.

TSGREIEREEI, PRk SR L, Lavo~<odEid %, HIHIIEV) 2019/1020 D% 18
R, 5 2 BN EIE SN D,

The market surveillance authority shall inform the relevant notified body accordingly. Article 18 of
Regulation (EU) 2019/1020 shall apply to the measures referred to in the second subparagraph.

Z OB EINTH LTI AR T2 CE e SRR 5 L &1,
ZOTSHRWEBN T, WINEB K OMMORRREIZTIL, £ ORHEifER M O OERE
(LT INTERUTATERID ARG T2,

Where the market surveillance authority considers that non-compliance is not restricted to its
national territory, it shall inform the Commission and the other Member States of the results of the
evaluation and of the actions which it has required the operator to take.
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TEREY, FOMEAEDNNES I TS B TR AREIC LT BR 454
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The operator shall ensure that all appropriate corrective action is taken in respect of all the Al systems
concerned that it has made available on the market throughout the Union.

52 R T HIRINIC Al S AT AOERZE DA D725 IEO TEEA T WGA, TS
SRS, OB ENTHIIBTED Al AT A0 ATREIC S QD a2k
1EE ULITHIBR 270, Skt oo & HiF 5720, £21%, 20 Al VAT LE)a—L
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Where the operator of an Al system does not take adequate corrective action within the period
referred to in paragraph 2, the market surveillance authority shall take all appropriate provisional
measures to prohibit or restrict the Al system's being made available on its national market, to
withdraw the product from that market or to recall it. That authority shall inform the Commission
and the other Member States, without delay, of those measures.

55 5 TR IHH Y, FIHFTRER A COREMIER, L0blT, NET Al AT LAORFED
ToOIZET 2T —4, 2D Al VAT DOJFREE, FIESI QWD ASESFOME & OB
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HRED KT,

The information referred to in paragraph 5 shall include all available details, in particular the data
necessary for the identification of the non-compliant Al system, the origin of the Al system, the
nature of the non-compliance alleged and the risk involved, the nature and duration of the national
measures taken and the arguments put forward by the relevant operator. In particular, the market
surveillance authorities shall indicate whether the non-compliance is due to one or more of the
following:

(@ afailure of the Al system to meet requirements set out in Title 111, Chapter 2;

(b) shortcomings in the harmonised standards or common specifications referred to in Articles 40

and 41 conferring a presumption of conformity.

Foea BRAAL TAERIE D R B LIS ORER EI O THIREARREA X, BEie<, MRINZE
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DAEESFEBREL TZ O B BRI CE ORI EAEREL, 220, BRISHh
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The market surveillance authorities of the Member States other than the market surveillance
authority of the Member State initiating the procedure shall without delay inform the Commission
and the other Member States of any measures adopted and of any additional information at their
disposal relating to the non-compliance of the Al system concerned, and, in the event of
disagreement with the notified national measure, of their objections.

55 5 T R ROSZHED S 3 00 H LI, #ERREN > T iAo EIZBIL T
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Where, within three months of receipt of the information referred to in paragraph 5, no objection has
been raised by either a Member State or the Commission in respect of a provisional measure taken
by a Member State, that measure shall be deemed justified. This is without prejudice to the
procedural rights of the concered operator in accordance with Article 18 of Regulation (EU)
2019/1020.

i“C@%EE.@m%%E?EﬁA%E@i WL, ORI O TR HOF & FiF o ko7, BHR
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The market surveillance authorities of all Member States shall ensure that appropriate restrictive
measures are taken in respect of the product concerned, such as withdrawal of the product from their
market, without delay.

55 66 & BRMESDRHETH

Article 66 Union safeguard procedure

1
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Where, within three months of receipt of the notification referred to in Article 65(5), objections are

raised by a Member State against a measure taken by another Member State, or where the
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Commission considers the measure to be contrary to Union law, the Commission shall without delay
enter into consultation with the relevant Member State and operator or operators and shall evaluate
the national measure. On the basis of the results of that evaluation, the Commission shall decide
whether the national measure is justified or not within 9 months from the notification referred to in
Article 65(5) and notify such decision to the Member State concerned.

ZDOEWNFTEN BRSO L WIS DS E, ETOMBIEIL, LD Al T AT L3
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If the national measure is considered justified, all Member States shall take the measures necessary
to ensure that the non-compliant Al system is withdrawn from their market, and shall inform the
Commission accordingly. If the national measure is considered unjustified, the Member State
concerned shall withdraw the measure.

ZFOENHEBEERENA LIS, 70, F0 Al AT LAOFBESER, ZOHAID
40 SOV A1 SRR RS LS B e S I B RR O R PE \o)ar%mfa
A, FINZEESNT, FHAIEU) No 10252012 05 11 S ED HFeea w35,

Where the national measure is considered justified and the non-compliance of the Al system is
attributed to shortcomings in the harmonised standards or common specifications referred to in
Articles 40 and 41 of this Regulation, the Commission shall apply the procedure provided for in
Avticle 11 of Regulation (EU) No 1025/2012.
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Article 67 Compliant Al systems which present a risk
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Where, having performed an evaluation under Avrticle 65, the market surveillance authority of a

Member State finds that although an Al system is in compliance with this Regulation, it presents a
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risk to the health or safety of persons, to the compliance with obligations under Union or national
law intended to protect fundamental rights or to other aspects of public interest protection, it shall
require the relevant operator to take all appropriate measures to ensure that the Al system concerned,
when placed on the market or put into service, no longer presents that risk, to withdraw the Al system
from the market or to recall it within a reasonable period, commensurate with the nature of the risk,
as it may prescribe.
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The provider or other relevant operators shall ensure that corrective action is taken in respect of all
the Al systems concerned that they have made available on the market throughout the Union within
the timeline prescribed by the market surveillance authority of the Member State referred to in
paragraph 1.
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The Member State shall immediately inform the Commission and the other Member States. That
information shall include all available details, in particular the data necessary for the identification of
the Al system concerned, the origin and the supply chain of the Al system, the nature of the risk
involved and the nature and duration of the national measures taken.
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The Commission shall without delay enter into consultation with the Member States and the relevant
operator and shall evaluate the national measures taken. On the basis of the results of that evaluation,
the Commission shall decide whether the measure is justified or not and, where necessary, propose
appropriate measures.

FRONEBE R, ZOMRREIZRL, Z0REERHT 5,
The Commission shall address its decision to the Member States.

512



e GRS 6 555 (2021411 A)

A 6818 MBosTE T

Article 68 Formal non-compliance
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Where the market surveillance authority of a Member State makes one of the following findings, it

shall require the relevant provider to put an end to the non-compliance concerned:

(@ the conformity marking has been affixed in violation of Article 49;

(b) the conformity marking has not been affixed;

(c) the EU declaration of conformity has not been drawn up;

(d) the EU declaration of conformity has not been drawn up correctly;

(e) the identification number of the notified body, which is involved in the conformity assessment
procedure, where applicable, has not been affixed;
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Where the non-compliance referred to in paragraph 1 persists, the Member State concerned shall
take all appropriate measures to restrict or prohibit the high-risk Al system being made available on
the market or ensure that it is recalled or withdrawn from the market.

PR 1TEEERI
Title IX Codes of Conduct

%69 & 1TEIER|
Avrticle 69 Codes of conduct

KM ZEE SR OMERRENT, BUAZ Al S AT LLSND Al S AT INZRTUTH RS 2 &=
W ZEDLEMAATEITEHTAZEOBRAEEXIL, £DOT AT AOFTO HINZHSL T
ZD IR B DT T DY) s PR CHOHM AR L O ) 2 — a3
ZATENER OV ERk A K OMIEHE T2,
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The Commission and the Member States shall encourage and facilitate the drawing up of codes of
conduct intended to foster the voluntary application to Al systems other than high-risk Al systems
of the requirements set out in Title 11, Chapter 2 on the basis of technical specifications and solutions
that are appropriate means of ensuring compliance with such requirements in light of the intended
purpose of the systems.

MMNZEEE K OZFERT, Bl BRIEZ0 B ERZIE T 520 Ditl7e 5 358
FEaFHEE LT, IS, BRIRORRE, ELL S>ZFOT 78T 1, Al AT LD%
R OBPEA~OFIEBHRE OB, WO, BT —LOZERMELE #H 22 :D Al &
AT DADALEDEZ BT 52 L% BT D TRMERIDVERiAHEE KX OMEES 2,

The Commission and the Board shall encourage and facilitate the drawing up of codes of conduct
intended to foster the voluntary application to Al systems of requirements related for example to
environmental sustainability, accessibility for persons with a disability, stakeholders participation in
the design and development of the Al systems and diversity of development teams on the basis of
clear objectives and key performance indicators to measure the achievement of those objectives.

ITENERINE, R M ORIERRE I N NGO FERE ST DHED B G 056%
G, Al VAT LOfE % DIRFIZI ST, LS, REEEARETDHIRCL-T, Fe
(3, ZTOWHEIZI>THERSNAGD, TTEIERND, B 27 AOFTHIO B BIOREEIMA
FBIBIZAIT, 1ETBED Al 22T L2 el LG5,

Codes of conduct may be drawn up by individual providers of Al systems or by organisations
representing them or by both, including with the involvement of users and any interested
stakeholders and their representative organisations. Codes of conduct may cover one or more Al
systems taking into account the similarity of the intended purpose of the relevant systems.

BRMZEE R M OEERE, 1TEERIO VR HEE & O 285, /NIRRT O
B — T T ORHINORGE LT BRI AN,

The Commission and the Board shall take into account the specific interests and needs of the small-
scale providers and start-ups when encouraging and facilitating the drawing up of codes of conduct.

514



e GRS 6 555 (2021411 A)

FEXF HEERUFR
Title X Confidentiality and Penalties

FEI0E HEH
Article 70 Confidentiality

1

Z ORI N B G- 2 RREHERR D 8 B EIPEEEES & ORI, Ebl), LN AR
FETDIOHERR T, E O K ONEE A 2 T T DB ATFUIZER L O T — 2 OB
EETS:

@) FDOIEROEE AT, FIH KL OBIRICHTDIEBIRD /77 ROVl (2%
FWER) DI BRI 5884 2016/943 D 5 e~ DBIRDNHEHSN D FEATRE, v —
Aa—R%EED, FIRMEERE, IWONS, O EEREIIBRAL LITEADE

(b) Lvibid, B, TR E TR HADT-ODZ ORI I S8k

© AIEDORL R ONEFLARE FOFES;

@) TR O TE RO e,

National competent authorities and notified bodies involved in the application of this Regulation
shall respect the confidentiality of information and data obtained in carrying out their tasks and
activities in such a manner as to protect, in particular:

(@ intellectual property rights, and confidential business information or trade secrets of a natural
or legal person, including source code, except the cases referred to in Article 5 of Directive
2016/943 on the protection of undisclosed know-how and business information (trade secrets)
against their unlawful acquisition, use and disclosure apply.

(b) the effective implementation of this Regulation, in particular for the purpose of inspections,
investigations or audits;

() public and national security interests;

(d) integrity of criminal or administrative proceedings.

5 1 AT HZ 70K, BEHERRO HDEPHEREDM, LT, IasHERRD & I PR -
MM ZEB 2 E DRI R—ADIERAH T, FEH THOREHEBRD D EIPNEERI - D
FRIOWae<, Fz, BRI O 15, 5 6 5L 7 BRI EUAY Al VAT L)
P TRERS, R EIITEER OB C > TRIHSN QDA THY, TDOIH7ZRBHRA
IO OEF 22 2R EOFRSE RIS S S8V C, ZORHEED
FRIO el BRI T3eben,

Without prejudice to paragraph 1, information exchanged on a confidential basis between the
national competent authorities and between national competent authorities and the Commission

shall not be disclosed without the prior consultation of the originating national competent authority
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and the user when high-risk Al systems referred to in points 1, 6 and 7 of Annex Ill are used by law
enforcement, immigration or asylum authorities, when such disclosure would jeopardise public and
national security interests.

TSRS, B EEI IR OSBRI OF 1 5, 556 B RO T SR EmIAY
Al 2T AOFEETHLBEE, BIHE IV TR EHCE S, 2 bOEREO R NICE
DD, TIUSOREBEIE, AN rTREZ eI, 55 63 5545 5 TEM OV 6 THI R i
EARBERES, BERICKY, ZOCEITEDICT 7B ATE, £20%, TOCEOERMWE A
FOXDIEEMERT D, O TEGAERREOE IR ~ L OeX 2V T4 7V T T Rt
ORREITRY, MG GEEIIF O ~D T 72 AN HID,

When the law enforcement, immigration or asylum authorities are providers of high-risk Al systems
referred to in points 1, 6 and 7 of Annex Ill, the technical documentation referred to in Annex IV
shall remain within the premises of those authorities. Those authorities shall ensure that the market
surveillance authorities referred to in Article 63(5) and (6), as applicable, can, upon request,
immediately access the documentation or obtain a copy thereof. Only staff of the market surveillance
authority holding the appropriate level of security clearance shall be allowed to access that
documentation or any copy thereof.

W1 ROV 2 T, THEROASHLN O Dzl B 2N EE S, MRkE KOs
TR ORI R OB EL DT, F, M EOFEE ST RA TR
NREERHEOFHE EL UIRDIRN,

Paragraphs 1 and 2 shall not affect the rights and obligations of the Commission, Member States and
notified bodies with regard to the exchange of information and the dissemination of warnings, nor
the obligations of the parties concerned to provide information under criminal law of the Member
States.

RRINZES R OMERRENTL, TN ET2 X3, +07a~V ORENZ e % [EH
FIZ B BIE RO R E A RN ZR B2 K O RRIED s L 7= 55 —IEl 0 B4 Ko
[A]C, B AT T D,

The Commission and Member States may exchange, where necessary, confidential information

with regulatory authorities of third countries with which they have concluded bilateral or multilateral
confidentiality arrangements guaranteeing an adequate level of confidentiality.
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715 A
Atrticle 71 Penalties

1. ZOHANZED DAL T, MRENL, 1TEEE G, ZORRNOERITAIZHL T
W ATREZR SR BT 2 HELED, Do, FOSRIANEIE) >IN FEESn 5L
ERERT DT DI EEL 2 5 COHEBEA T 5, TEDOLIVDLEIRNE, FERHITHY, Hfil
HITHY, 7o, MUENDOBHLLOET 2, FEEREIL, /NI L OAS— T 7 D
ARSI ONZENDDFE DREFTRE 1A FHIBEIZAIND,

In compliance with the terms and conditions laid down in this Regulation, Member States shall lay
down the rules on penalties, including administrative fines, applicable to infringements of this
Regulation and shall take all measures necessary to ensure that they are properly and effectively
implemented. The penalties provided for shall be effective, proportionate, and dissuasive. They shall
take into particular account the interests of small-scale providers and start-up and their economic
viability.

2. RERKENZ, BROMNEZERITHL, ENOOBE K NSO HEEZBEIL, D, 7L,
FIBITRIBD I D D% DB IFA1BE 95,

The Member States shall notify the Commission of those rules and of those measures and shall
notify it, without delay, of any subsequent amendment affecting them.

3. DUAFOERATAIL, 3000 JJ—uE CORE, Tk, EENSAETHLEET, BisE
(ZBTF DA HROULAKEED 6% £ COFED T I EFEDT TEREN R 9%
@ 55K T N LHREEBOLE LD AT,
(b) 10 SKTEDDELED, Al AT LOAEST,

The following infringements shall be subject to administrative fines of up to 30 000 000 EUR or, if

the offender is company, up to 6 % of its total worldwide annual turnover for the preceding financial

year, whichever is higher:

(@ non-compliance with the prohibition of the artificial intelligence practices referred to in Article
35,

(b) non-compliance of the Al system with the requirements laid down in Article 10.

4, 55 RKROE 10 RTEDDLEFIIFEUANOZOMANED L BN F-ITFH50,
Al 27 LORESFE, 2000 Fo—aETORE, £7-1%, EREDSHETHHLET, 7iE
FHEIZRBIF A EMADUNAGREAD 4% FTOFEDY T I EEEDT TEEN IR T 5,

The non-compliance of the Al system with any requirements or obligations under this Regulation,
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other than those laid down in Articles 5 and 10, shall be subject to administrative fines of up to 20
000 000 EUR o, if the offender is a company, up to 4 % of its total worldwide annual turnover for
the preceding financial year, whichever is higher.

ZERITHS DB R AR TR WS HEIR D &2 EINFERE 69~ DA IR, 58
BFEITRMRSEDIE RO TAIT, 1000 HT—aETOR, Foid, EREDRHT
DHHEET, HIEFHEIZIIT HEMROIUAFERD 2% £ TORAD NS I RO TEET
(AT 2,

The supply of incorrect, incomplete or misleading information to notified bodies and national
competent authorities in reply to a request shall be subject to administrative fines of up to 10 000 000
EUR or, if the offender is a company, up to 2 % of its total worldwide annual turnover for the
preceding financial year, whichever is higher.

TEBNDZHHZVE FUZIB N T TBETDRIZRTET DI, (EBIORIERHE T 52 ToRk

DB EIZANSI, 230, LU ORI L CHEIEICSBE b :

@ ESATADMWE, ESLUOHIFNEONCZ DR TADRE:;

() [FI—DERFITHIL, F—OERITAZREL, IO THEEEARREN L > TR TEET
DINZ BV TNDDED>;

(©) ERATAZIATUERE OB O A,

When deciding on the amount of the administrative fine in each individual case, all relevant

circumstances of the specific situation shall be taken into account and due regard shall be given to

the following:

(@ the nature, gravity and duration of the infringement and of its consequences;

(b) whether administrative fines have been already applied by other market surveillance
authorities to the same operator for the same infringement.

(c) the size and market share of the operator committing the infringement;

FAERRENT, UREERIEIPITERT HaL T TERERE K O TG 6 L T TBET AN
ZBNDINEIN O DFPH BT DREZED D,

Each Member State shall lay down rules on whether and to what extent administrative fines may be
imposed on public authorities and bodies established in that Member State.

FEREDIERIEOAHE ZISC T, ATBENC B DBUEIE, BRI HEROHLEN
HeHFMZ Lo TRIEAVINZ DIVDL D72, ZHSORERIEIZISV T rIRERRBER TS
MG%, TIVHOHERIENZ I DT D IOZHE DN, ¥IEshRet o,
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Depending on the legal system of the Member States, the rules on administrative fines may be
applied in such a manner that the fines are imposed by competent national courts of other bodies as
applicable in those Member States. The application of such rules in those Member States shall have
an equivalent effect.

B2 5 BRMESOME, BREUHERN XY HITRE

Article 72 Administrative fines on Union institutions, agencies and bodies

1. [;kJIIT—M%n@FE‘* %, ZOHRNOE AN DERINES ORERE, /R & Ok
IR, ITEEIE IR DZENTED, HBIDOZAZF I E U TEETZINZ 5 ED
D> O TEEN DA RTE T DEE, ERIORILE BHET 54 TR B EI AL, >

2, LLFOFIHI L CGHEIEICE B M AbNS:

@) ESATAOME, ESKOWIRNEONZ OB TADRER;

(0) [FA—DRIGFEEBHEL CRRMEA O BRI HHEE, 5071 kAR 6 L CRRIN
T AR E D iR B A DN HTE O W T WD DT E S, ENAT 7%752
FRTEL, A TADADFED AREM AR 5720 O T — 2 S e
w7,

© ERMEEOHES, TRE IR LD B RIEROES T4,

The European Data Protection Supervisor may impose administrative fines on Union institutions,
agencies and bodies falling within the scope of this Regulation. When deciding whether to impose
an administrative fine and deciding on the amount of the administrative fine in each individual case,
all relevant circumstances of the specific situation shall be taken into account and due regard shall
be given to the following:

(@ the nature, gravity and duration of the infringement and of its consequences;

(b) the cooperation with the European Data Protection Supervisor in order to remedy the
infringement and mitigate the possible adverse effects of the infringement, including
compliance with any of the measures previously ordered by the European Data Protection
Supervisor against the Union institution or agency or body concerned with regard to the same
subject matter;

(c) any similar previous infringements by the Union institution, agency or body;

2. HT@@??%@, 50 EJFDiT@%ﬁ@??ﬁZ?UKE&‘@‘é
@) 5K N TEREREBEDAR O AEST,
(b) 10 ZATEDDINED, Al AT ADARET,

The following infringements shall be subject to administrative fines of up to 500 000 EUR:
(@ non-compliance with the prohibition of the artificial intelligence practices referred to in Article
35
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(b) non-compliance of the Al system with the requirements laid down in Avrticle 10.

85 5 M ONE 10 RITED DENEFIIFRBLSNO ZOHAN ED HEYFFEI- 1 335D
Al AT ADOAESAL, 25 —aE COREDOI THEN RT3,

The non-compliance of the Al system with any requirements or obligations under this Regulation,
other than those laid down in Articles 5 and 10, shall be subject to administrative fines of up to 250
000 EUR.

ASRITEDRTEZATORNE, FRINT — 2 RGERTE B, BN T — 2 IR B IS T T
ONDTFRDRREI 2> TODERINEE OREEE, FR ST, ERAT2O FIfE
PEEBIHS 2 FHNICBIL TS DA 5.2 5, BRI T — 2 ORaBREE BN, BIFRT
HHEIERAZIRAD LD TEIZER K OMRID B2 F T I DPRTEEFLBEST Do
bLHDHEETE, LN, TOFHUIBHICEHROTOND,

Before taking decisions pursuant to this Article, the European Data Protection Supervisor shall give
the Union institution, agency or body which is the subject of the proceedings conducted by the
European Data Protection Supervisor the opportunity of being heard on the matter regarding the
possible infringement. The European Data Protection Supervisor shall base his or her decisions only
on elements and circumstances on which the parties concemed have been able to comment.
Complainants, if any, shall be associated closely with the proceedings.

BIR T 2B DUHHOMER]IL, ZDOFHUAZBWTERIZHESND, ThHDHL, Thb
DEDENT —2 ETATE W DRI DN T FHEERE OIS ARL
T, BINT =BT B O7 7 A/ NT 7 AT 58k ab O,

The rights of defense of the parties concerned shall be fully respected in the proceedings. They shall
be entitled to have access to the European Data Protection Supervisor’s file, subject to the legitimate
interest of individuals or undertakings in the protection of their personal data or business secrets.

AREDEVEINZHZETIVEDHINALFEETT, ROMNES DR TFHEDEAETD,

Funds collected by imposition of fines in this Article shall be the income of the general budget of the
Union.
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BXK HEROEERVEREDFH

Title XI Delegation of Power and Committee Procedure

B3 REDRT
Article 73 Exercise of the delegation

1 FAESNATRAEEIRT DHEIRIT, RERICEDHFIFITRL T, BINEERITRL B2 5
N2,

The power to adopt delegated acts is conferred on the Commission subject to the conditions laid
down in this Article.

2. HAZK BT LI, 1S 3T, A 43 5 5 EKR UV 6 THITONC A 48 25 5 1H
(ORI HEROZAET, [RAIDIEZ S RNEBIF TEINER 2L T ON S,

The delegation of power referred to in Article 4, Article 7(1), Article 11(3), Article 43(5) and (6) and
Avrticle 48(5) shall be conferred on the Commission for an indeterminate period of time from
[entering into force of the Regulation].

3 AL HBTSE LI USRI, 5 43 555 5 LUV 6 Bl ONTES 48 5545 5 11
\ORTHEROZ(EE, WO TY, BINGES FI T FER > TR S, BUELO
B, [FRREDH T RSN AMEIROBATA K TS5, ZOPEE, EU B ETAUR
SR BEIBIL, FolX, ZOWREDHFTHIRSINIZZD BN T 5, COUIEND,
BEZFZIL QOBTATLEIN DA TADAMEEEL TUIRDR,

The delegation of power referred to in Article 4, Article 7(1), Article 11(3), Article 43(5) and (6) and
Avrticle 48(5) may be revoked at any time by the European Parliament or by the Council. A decision
of revocation shall put an end to the delegation of power specified in that decision. It shall take effect
the day following that of its publication in the Official Journal of the European Union or at a later
date specified therein. It shall not affect the validity of any delegated acts already in force.

4, FHTLEINDTAERMNEBRDEHRUI-ZEDIZ, BINEBERIE, BINGES & OEERIC
$L, AR, FDZ 2w 5,

As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the European
Parliament and to the Council.

5. A4S HTRELHE 5515553, 543 550 5 LUV 6 THIFONCES 48 5565 5 11
(CEDEIRS I T BAESINDA T80 L, BRINGER R ORI TR 5 Y% T2 0@ e D 3
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D H USRS LTBEFROW TN OL BN RIAS RN EE, S0, 20
RIS T DRME, BRINGER M OBERR O WA SR ZE BRI TR~
W EDERESI ESITIRDIEN T %, TOHIMIT, BONFER T IFBFRORERICLY, 3
MHETIERSNS,

Any delegated act adopted pursuant to Article 4, Article 7(1), Article 11(3), Article 43(5) and (6) and
Article 48(5) shall enter into force only if no objection has been expressed by either the European
Parliament or the Council within a period of three months of notification of that act to the European
Parliament and the Council or if, before the expiry of that period, the European Parliament and the
Council have both informed the Commission that they will not object. That period shall be extended
by three months at the initiative of the European Parliament or of the Council.

F4F RESDFH
Article 74 Committee procedure

1

MMNEE R, BESNZIDMEAEST5, TORERT, HHI(EU) No 182/2011 DFEIRIZ
BIFHEERTHD,

The Commission shall be assisted by a committee. That committee shall be a committee within the
meaning of Regulation (EU) No 182/2011.

AT DM T b EE1E, HHIEU) No 182/2011 D55 5 SehvEHS LS,
Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall apply.

SAXIGRR SidHRE

Title XII Final Provisions

% 75 % #8I(EC) No 300/2008 MUUE
Article 75 Amendment to Regulation (EC) No 300/2008

FHHI(EC) No 300/2008 D 4 5555 3 HUZIU VT, LL FOREFEDM SIS S :

RN B O BRSO AN THBEIZ B APHAIEV) YYYIXX*DEBRIZIs1 T D N THIGE
VAT LEBR T D REEE O BRI NG K ORI D720 O Ttk B3 2H4E B
AR EABRT DB, [RIRIOSE 1 3KE 2 BICED DB BRI ANSIND,

* [N THBEIZEITB)HAIEV) YYY/IXX (OJ..) 1,
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In Article 4(3) of Regulation (EC) No 300/2008, the following subparagraph is added:

“When adopting detailed measures related to technical specifications and procedures for approval
and use of security equipment concerning Attificial Intelligence systems in the meaning of
Regulation (EU) YYY/XX [on Artificial Intelligence] of the European Parliament and of the
Council*, the requirements set out in Chapter 2, Title 11l of that Regulation shall be taken into
account.”

* Regulation (EU) YYY/XX [on Artificial Intelligence] (OJ ...).”

% 76 & #RAI(EU) No 167/2013 MTUE
Article 76 Amendment to Regulation (EU) No 167/2013

FHHI(EU) No 167/2013 055 17 555 5 TEIZIBUNT, LU FORIFENMSIISS
TR S  OBRRE SO TAIREIZES T APHAIEY) YYYIXX* D BRI H 222

FREFATHD NTHIES AT AL T 1 BRI KD ZAESIVOATRAZ BRI DB, A
RIOH 3K 2 T EDDE BRI AN D,

* AN LEIREIZ B3 DJHAIEV) YYY/IXX (O0J..)]s
In Article 17(5) of Regulation (EU) No 167/2013, the following subparagraph is added:

“When adopting delegated acts pursuant to the first subparagraph conceming artificial intelligence
systems which are safety components in the meaning of Regulation (EU) YYY/XX [on Avtificial
Intelligence] of the European Parliament and of the Council*, the requirements set out in Title 111,
Chapter 2 of that Regulation shall be taken into account.

* Regulation (EU) YYY/XX [on Artificial Intelligence] (OJ ...).”

%8 77 & HAI(EV) No 168/2013 MOTHIE
Article 77 Amendment to Regulation (EU) No 168/2013

FRHI(EU) No 168/2013 D% 22 4545 5 THIZERBNTC, LU FORIFEAMHINSLS

[RRIGE OB O N THRENC B3 2 HRIEV) YYYIXX* D ERRIC I D7 A
FRESR Cind N LHIRES AT ATBILCH 1 BIFRIC I ZHTSNDA TRAA BT 285, [FH
BIOEE W KES 2 B ED BB R ANSID,

* A TEBEIZBI2]HAIEV) YYY/IXX (OJ....) Jo
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In Article 22(5) of Regulation (EU) No 168/2013, the following subparagraph is added:

“When adopting delegated acts pursuant to the first subparagraph concerning Artificial Intelligence
systems which are safety components in the meaning of Regulation (EU) YYY/XX on [Artificial
Intelligence] of the European Parliament and of the Council*, the requirements set out in Title 111,
Chapter 2 of that Regulation shall be taken into account.

* Regulation (EU) YYY/XX [on Artificial Intelligence] (OJ ...).”

% 784 549 2014/90/EU DHUE
Atrticle 78 Amendment to Directive 2014/90/EU

54 2014/90/EU DO 8 SIZHUNT, LA FOIEIMINESNS |

(4. BN M OB O TAREZ BT APHAIEY) YYYIXX*OBEWRIZ R 57224
RERREEHE T D N THIREL AT MMZBIL T, FRINEE AT, 55 1 I D ZOfREE 2 T
THEE, WO, 55 2 RO 3 TEHE> CTHET AR M OSRBRO BAFHENEA BRI DI,
[RIRRINOEE 1 ZKEE 2 FIZEDHBEHAEFEIAND,

* AN LEIREIZ B3 DJHAIEV) YYY/IXX (O0J..)]s
In Article 8 of Directive 2014/90/EU, the following paragraph is added:

“4. For Artificial Intelligence systems which are safety components in the meaning of Regulation
(EV) YYY/XX [on Artificial Intelligence] of the European Parliament and of the Council*, when
carrying out its activities pursuant to paragraph 1 and when adopting technical specifications and
testing standards in accordance with paragraphs 2 and 3, the Commission shall take into account the
requirements set out in Title 11, Chapter 2 of that Regulation.

* Regulation (EU) YYY/XX [on Artificial Intelligence] (OJ ...).”

E79%& EH(EV) 2016/797 DHUE
Article 79 Amendment to Directive (EU) 2016/797

FEA(EV) 2016/797 D 5 4R2H\UVT, LU FOIEAMINSILS:

112, BRMNGES N OBEESO [N THREIZES T 2HAIEV) YYYIXX*OEMRIZIBIT 57224
PREREEISR CTHH N THRES AT DB 1 I XATHESNAI T4 KO 11 THIZK

HIEATRE BRI DI, [RIBIRIOOES 1 3KEE 2 TS EO DB BRI AL D,
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* A TAIBEZBE9-2PRAIEV) YYY/XX (OI...) |,
In Article 5 of Directive (EU) 2016/797, the following paragraph is added:

“12. When adopting delegated acts pursuant to paragraph 1 and implementing acts pursuant to
paragraph 11 concerning Avrtificial Intelligence systems which are safety components in the meaning
of Regulation (EU) YYY/XX [on Artificial Intelligence] of the European Parliament and of the
Council*, the requirements set out in Title |11, Chapter 2 of that Regulation shall be taken into account.

* Regulation (EU) YYY/XX [on Artificial Intelligence] (OJ ...).”

% 80 & 3RAIEV) 2018/858
Avrticle 80 Amendment to Regulation (EU) 2018/858

JHAN(EV) 2018/858 D 5 S0 VT, LA FTOIENMHINEILS
(4, BRMEES N OBEERO LN THEEEIZES T 2PHRAIEV) YYYIXX*OEMIZR1T 57224

R CHDNTHRES AT DL TE 3 THICLATHTINDI TAZEARTDES, [FH
RIOE N 3K 2 B EDDHEHNEEBIC ANHND,

* AN LEIREIZ B9 BJHAIEV) YYY/IXX (0J...) ],
In Article 5 of Regulation (EU) 2018/858 the following paragraph is added:

“4. When adopting delegated acts pursuant to paragraph 3 concerning Artificial Intelligence systems
which are safety components in the meaning of Regulation (EU) YYY/XX [on Atrtificial
Intelligence] of the European Parliament and of the Council *, the requirements set out in Title 111,
Chapter 2 of that Regulation shall be taken into account.

* Regulation (EU) YYY/XX [on Artificial Intelligence] (OJ ...).”

%814 #AI(EV) 2018/1139 DHIE
Article 81 Amendment to Regulation (EU) 2018/1139

FHI(EU) 2018/1139 1%, LA T DI IZEIESIS:

Regulation (EU) 2018/1139 is amended as follows:
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(1) 517 KTIBNT, LLFOEDPMSINSIG
3. % 2 AT HZL7e<, BRIMNGER M OB SO [ N THEEICE 4 2 ]RRAIEV)

YYY/XX*OEMRIZ BT 522 MR EE CTHDH N THIRES AT MBI TR 1 HIC kD3
AT 25 BT AR, FIHRIOSE N EE 2 FIED DB N BEICAILSILS,

* AN LEIREIZ B3 2JHAIEV) YYY/IXX (0J...)],
In Article 17, the following paragraph is added:

“3. Without prejudice to paragraph 2, when adopting implementing acts pursuant to paragraph 1
concerning Artificial Intelligence systems which are safety components in the meaning of
Regulation (EU) YYY/XX [on Artificial Intelligence] of the European Parliament and of the
Council*, the requirements set out in Title 111, Chapter 2 of that Regulation shall be taken into account.

* Regulation (EU) YYY/XX [on Artificial Intelligence] (OJ ...).”

() 19 KBV, LUTOmEBMIShb:

[4. BN M OB THBEIC BT DIHAIEY) YYYIXX OERIZIIT D%
HERLESE CHD N THIRES AT LMZBIL TR 1 ROV 2 TEIC LD TATSN DA T AR
THBE, RHERIOE N EKES 2 FIED DB BRI AN,

In Article 19, the following paragraph is added:

“4. When adopting delegated acts pursuant to paragraphs 1 and 2 concerning Avtificial Intelligence
systems which are safety components in the meaning of Regulation (EU) YYY/XX [on Artificial
Intelligence], the requirements set out in Title I11, Chapter 2 of that Regulation shall be taken into
account.”

() 43 KT, LU FDEMMIINSIG -

(4. BN K OB O TEREIZ BT 2PHANEV) YYYIXX OEMIZHBITH e
MERNER CHDONTHRES AT AICBALTEH 1 HICK D FEEATRAZ BT 25, IO
55 W ERES 2 BN TED DB BRI ANSND |

In Article 43, the following paragraph is added:

“4. When adopting implementing acts pursuant to paragraph 1 concerning Avtificial Intelligence

systems which are safety components in the meaning of Regulation (EU) YYY/XX [on Artificial
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Intelligence], the requirements set out in Title 111, Chapter 2 of that Regulation shall be taken into
account.”

(B) %547 RTBNOTC, LUFOEMMSINESID:

[3. BRMEES M OSBRSSO TEIREIZ BT BIAIEV) YYYIXX OEMRICEIT 5722480
R EFETHD N THBES AT AL T 1 HE O 2 HIC AT ESN D T A% BN
2B, [FIRRNOE 1 K 2 T O HBENZ B AL

In Article 47, the following paragraph is added:

“3. When adopting delegated acts pursuant to paragraphs 1 and 2 concerning Artificial Intelligence
systems which are safety components in the meaning of Regulation (EU) YYY/XX [on Artificial
Intelligence], the requirements set out in Title I11, Chapter 2 of that Regulation shall be taken into
account.”

(5) #3557 RITHBWT, LUTOmENMIIShG:

RPN K OSBRSSO N TAIREIZ BT D PEAIEV) YYYIXX OFEMIZEBIT D2
BT D N TEIRES AT MBI TENHD AT AL AR D8, [FHIRIOS N 2k
5 2 IO LEHNE I ANSINS

In Article 57, the following paragraph is added:

“When adopting those implementing acts concerning Avtificial Intelligence systems which are
safety components in the meaning of Regulation (EU) YYY/XX [on Artificial Intelligence], the
requirements set out in Title I1I, Chapter 2 of that Regulation shall be taken into account.”

(6) 5558 SITIHBUNT, LLFOIENMIIIENS:

[3. BRSO O TAREIZ BT BHAIEY) YYYIXX OERICEIT 5722480
FEREZE THHO N THBEL AT AZBAU T 1 TR O 2 TSI ARSI T A% BN
2B, FHRANOE N ZREF 2 FI D DEEN BRI AL,

In Article 58, the following paragraph is added:

“3. When adopting delegated acts pursuant to paragraphs 1 and 2 concerning Avtificial Intelligence
systems which are safety components in the meaning of Regulation (EU) YYY/XX [on Atrtificial

Intelligence] , the requirements set out in Title 111, Chapter 2 of that Regulation shall be taken into
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account.”.

% 82 & FRAIEV) 2019/2144 DHIE
Article 82 Amendment to Regulation (EU) 2019/2144

BIHI(EV) 2019/2144 D5 11 F-IZFUNT, LUFOEDMIIISNS:

13, RGO N THIBEIC BT D IHAIEV) YYYIXX* O ERICIs I D22
RS Clhd N THRES AT A ZBIL T 2 IS K D S T A% SR 28, [RERRIOSE
1 3KES 2 TS ED DB BRI AU,

* [N THnEEIZBET-2PHAIEU) YYYIXX (OJ..) 1,
In Article 11 of Regulation (EU) 2019/2144, the following paragraph is added:

“3. When adopting the implementing acts pursuant to paragraph 2, concerning artificial intelligence
systems which are safety components in the meaning of Regulation (EU) YYY/XX [on Avrtificial
Intelligence] of the European Parliament and of the Council*, the requirements set out in Title 11,
Chapter 2 of that Regulation shall be taken into account.

* Regulation (EU) YYY/XX [on Artificial Intelligence] (OJ ...).”

£ B E HICHBIcEMMERTT—ERICHEh TN Al VAT L

Article 83 Al systems already placed on the market or put into service

1

FNODFEATADBEZMZ FI-I1TUAED, D Al AT LEIIEHETS Al VAT LD
AT E IO BHRIC KSR E T AELE O TIIZRWRY, ZOMANT, [55 85 455 2 TH
WORTZOHAIOBEHAOHD 12 2> AZ]EDS AN g @& I E T —E RS
TR IX A ZHIET DI T2 VR T DAV KB IT AT AORERESR ThD Al A
T AR GEAL TEeb7en,

This Regulation shall not apply to the Al systems which are components of the large-scale IT
systems established by the legal acts listed in Annex IX that have been placed on the market or put
into service before [12 months after the date of application of this Regulation referred to in Article
85(2)], unless the replacement or amendment of those legal acts leads to a significant change in the
design or intended purpose of the Al system or Al systems concerned.

COBANTED DB, L@ W REREE T, TULENENDIETO P TED S
TUDIDNTENTSID, B IX YT DT I TRIT HIVIZAS KBS IT A
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T LOFHUIED T TERICANSILD,

The requirements laid down in this Regulation shall be taken into account, where applicable, in the
evaluation of each large-scale IT systems established by the legal acts listed in Annex IX to be
undertaken as provided for in those respective acts.

2. ZOHENL, YD AN, FIHDT AT DINFEOHREEITFHO BBV TR
PRI D5EIZIRY, [55 85 5545 2 TR 2RO A1EH Bl i
EDVEI I —E RS 1 IO VAT LLANDEI AT Al AT KK
TSNS,

This Regulation shall apply to the high-risk Al systems, other than the ones referred to in paragraph
1, that have been placed on the market or put into service before [date of application of this
Regulation referred to in Article 85(2)], only if, from that date, those systems are subject to significant
changes in their design or intended purpose.

FeE FHERUVREL

Avrticle 84 Evaluation and review
1. BRMZEEAE, ZoHRIORNE, FI 1, BIE I OUARDUOED VB FHT T2,

The Commission shall assess the need for amendment of the list in Annex 111 once a year following
the entry into force of this Regulation.

2. [ 85 555 2 BT ZORIAIDEHD HD 3 L] ETIT, ZD%IE 4 T, BRINE
BT, Wi M OSEATRL, ZOMAIORHMI & OB LB Dt E At
%o TOWEETL, NFEIND,

By [three years after the date of application of this Regulation referred to in Article 85(2)] and every
four years thereafter, the Commission shall submit a report on the evaluation and review of this
Regulation to the European Parliament and to the Council. The reports shall be made public.

3. F2HTRTHEEL U TOFHEIFHIFEELZL):
@ ZOBANZEE SN THRESHERRD & A [E PRI ZH1XY O s 2SS 22 T3
BIeODORREHENRDSH HEPHEREIO BB OB ODIREE;
() SIHIOIREE, FHZ, ZOHEANDSRHDIER T2 R CTRERKEIZ L > Tl S5
71550 1 T ORI TEETDIRE,

The reports referred to in paragraph 2 shall devote specific attention to the following:
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(@ the status of the financial and human resources of the national competent authorities in order
to effectively perform the tasks assigned to them under this Regulation;

(b) the state of penalties, and notably administrative fines as referred to in Article 71(1), applied by
Member States to infringements of the provisions of this Regulation.

[55 85 2546 2 TR~ 9~ Z O FRRNDE o H oD 34E|LINIZ, 730, DI 4 4T, BRIN
TR, 5 WK 2 BIEDLEHEET 5720, KUY, mUAT Al VAT LLSND
Al AT LOT= D OO e B A ] CE DT LA BT D7 DT TERIUERI D 522
K OE A T2,

Within [three years after the date of application of this Regulation referred to in Article 85(2)] and
every four years thereafter, the Commission shall evaluate the impact and effectiveness of codes of
conduct to foster the application of the requirements set out in Title 111, Chapter 2 and possibly other
additional requirements for Al systems other than high-risk Al systems.

5 1 HROUE 4 THO BRIDT=9DIZ, TEZ, #ERIE R ONRESHETROH D EIPREESE, BR
INEESITHL, ZOEGEILD, THHREteitd 2,

For the purpose of paragraphs 1 to 4 the Board, the Member States and national competent
authorities shall provide the Commission with information on its request.

55 1 HROLE 4 OR Rl A O RIEL 23 T3 088, MONEERIE, ZER, BN
=, HEITONCENS SO B R I SR F R O] Lﬁ%%ﬁ% IANIND,

In carrying out the evaluations and reviews referred to in paragraphs 1 to 4 the Commission shall
take into account the positions and findings of the Board, of the European Parliament, of the Council,
and of other relevant bodies or sources.

BRMNZE AT, ZNBLEREET, LODT, BIOFEREZEICAL, 2o, it
DIERIRAEITHSL, ZOBRIZSUES DT DO E R E et 12,

The Commission shall, if necessary, submit appropriate proposals to amend this Regulation, in
particular taking into account developments in technology and in the light of the state of progress in
the information society.

85 & HMRUER
Article 85 Entry into force and application

1

ZOHEANE, EU B ECARSNTZ 20 HAIZ3501 2.
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This Regulation shall enter into force on the twentieth day following that of its publication in the
Official Journal of the European Union.

2. ZOHBANE, [FHAIDIED 24 D> AR B2,

This Regulation shall apply from [24 months following the entering into force of the Regulation].
3. F2HLORHHICLY:

@ & INEES 4 FLONE VIR, [HRIOFEEhD 3 H &) D32,

(b) 715, HAIDFEZh 12 2~ A %105 3%,

By way of derogation from paragraph 2:

(@ Title Ill, Chapter 4 and Title V1 shall apply from [three months following the entry into force

of this Regulation];
(b) Article 71 shall apply from [twelve months following the entry into force of this Regulation].

ZOHIANZ, ZDORKITHOWTHR N DY, 4 CORREIZ IV TEEA TS5,

This Regulation shall be binding in its entirety and directly applicable in all Member States.

TV 2B/ ZBW T Tz

Done at Brussels,
ERINGEREL T PRI T
i =
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AR 1

3K 1 SlORT NTHREOSIER T 7 r—F
ARTIFICIAL INTELLIGENCE TECHNIQUES AND APPROACHES referred to in Article 3, point 1

(@) BEHOFE, BEAUFE R ORCEEE A, T —T T kG R S
Fib, > BHEEO T 7 0

Machine learning approaches, including supervised, unsupervised and reinforcement learning, using
awide variety of methods including deep learning;

(b) HRHEREL i GRt) 7 7 77, Fies— A, i Py ROV, (G
R 2) FEBTRA SN AT DEGD, G — AR ORGSR N—ADT 70 —F;

Logic- and knowledge-based approaches, including knowledge representation, inductive (logic)
programming, knowledge bases, inference and deductive engines, (symbolic) reasoning and expert
systems;

© WEHIT T r—F, ~AZHEE, BRET VR ORELET L,

Statistical approaches, Bayesian estimation, search and optimization methods.
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AIE 11
FXMESEEILED R
LIST OF UNION HARMONISATION LEGISLATION

55 A B — BBV A SRS T DR N SR Gk
Section A— List of Union harmonisation legislation based on the New Legislative Framework

[FR I Z KO BEIE S A TR BE 32, KON, 545 95/16/EC ZTitiEd 2Rk M
A0 2006 4E 5 A 17 HOO$4 2006/42/EC (OJ L 157,9.6.2006, p. 24);

Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery,
and amending Directive 95/16/EC (OJ L 157, 9.6.2006, p. 24) [as repealed by the Machinery
Regulation];

B B2 B AR S OB 2000 45 6 A 18 A HE4r 2009/48/EC (OJ L
170, 30.6.2009, p.1):

Directive 2009/48/EC of the European Parliament and of the Council of 18 June 2009 on the safety
of toys (OJ L 170, 30.6.2009, p. 1);

PLRSFHRHIER, OVK A —R A IZRET5, AONT, $5845 94/25/EC A B 1T AR NEES O
A0 2013 4E 11 A 20 HO$545 2013/53/EU (OJ L 354, 28.12.2013, p. 90);

Directive 2013/53/EU of the European Parliament and of the Council of 20 November 2013 on
recreational craft and personal watercraft and repealing Directive 94/25/EC (OJ L 354, 28.12.2013,
p. 90);

TLA_R—H TR —Z AR R SR & R O E O IE RO S B T72
Wi K OV 0D 2014 472 H 26 H D51 2014/33/EU (OJ L 96, 29.3.2014, p. 251);

Directive 2014/33/EU of the European Parliament and of the Council of 26 February 2014 on the
harmonisation of the laws of the Member States relating to lifts and safety components for lifts (OJ
L 96, 29.3.2014, p. 251);

TR DIEIRIEDODHHLFT BT D% BIX T Dian i N OB A7 2 E BRI D%
EDVEFEDOEEEAVIZ BT DRI GES K OS2 2014 4 2 H 26 HO$545 2014/34/EU
(0J L96,29.3.2014, p. 309);

Directive 2014/34/EU of the European Parliament and of the Council of 26 February 2014 on the
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harmonisation of the laws of the Member States relating to equipment and protective systems
intended for use in potentially explosive atmospheres (OJ L 96, 29.3.2014, p. 309);

SERASSHEZ T 2 3\ TR ATREL S 95 2 L LR A RE R E DO S I 5,
KON, $545 1999/5/EC ZPFEILTAMMES K OEEESO 2014 4 4 H 16 HOES
2014/53/EU (OJ L 153, 22.5.2014, p. 62);

Directive 2014/53/EU of the European Parliament and of the Council of 16 April 2014 on the
harmonisation of the laws of the Member States relating to the making available on the market of
radio equipment and repealing Directive 1999/5/EC (OJ L 153, 22.5.2014, p. 62);

IERSEHAD TS TR PTREL 95 L& B DM EI DI OB A UIZ BT %
BRGSO g220D 2014 475 J 15 H DF545 2014/68/EU (OJ L 189, 27.6.2014, p. 164);

Directive 2014/68/EU of the European Parliament and of the Council of 15 May 2014 on the
harmonisation of the laws of the Member States relating to the making available on the market of
pressure equipment (OJ L 189, 27.6.2014, p. 164);

0—7 AR5, KOV, F54 200019/EC &R LT DRSS K OS2 2016
3 A 9 HOMHAIEU) 2016/424 (OJ L 81, 31.3.2016, p. 1);

Regulation (EU) 2016/424 of the European Parliament and of the Council of 9 March 2016 on
cableway installations and repealing Directive 2000/9/EC (OJ L 81, 31.3.2016, p. 1);

AN EIZRE 42, KO, FRERS 89/686/EEC A BE L3 HRRM S K OFERAD
2016 4F-3 H 9 HOMHHI(EU) 2016/425 (OJ L 81, 31.3.2016, p. 51);

Regulation (EU) 2016/425 of the European Parliament and of the Council of 9 March 2016 on
personal protective equipment and repealing Council Directive 89/686/EEC (OJ L 81, 31.3.2016, p.
51);

HAPRBERLELCBET5, KON, $54 2009/142/EC A FE I3 AR K OS> 2016
3 A 9 HOMHAIEV) 2016/426 (OJ L 81, 31.3.2016, p. 99);

Regulation (EU) 2016/426 of the European Parliament and of the Council of 9 March 2016 on
appliances burning gaseous fuels and repealing Directive 2009/142/EC (OJ L 81, 31.3.2016, p. 99);

PERSA B35, FE4 2001/83/EC, JHHIIEC) N0 178/2002 K OMHAIEC) No 1223/2009 %

UOET 5, AONZ, BEFEFRS 90/385/EEC M ONRFAES 93/42/EEC A BE 1T DM/
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S MOBF 2017 -4 H 5 HO#FIRIEV) 2017/745 (0J L 117,55.2017, p. 1);

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation
(EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC (OJ L 117,
5.5.2017,p. 1);

AT RRERH BT 5, WEONT, F545 98TIEC K O EEAITE 2010/227/EU %3¢
1R 2RR) N M OB 20D 2017 -4 H 5 HOFIHIEU) 2017/746 (OJ L 117, 5.5.2017, p.
176),

Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in

vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision
2010/227/EU (OJ L 117,5.5.2017, p. 176).

535



e GRS 6 555 (2021411 A)

% B Hi—BOEMESESILED A+

Section B. List of other Union harmonisation legislation

TR DL AMED 538 31 DD BUEIZ B2, KUY, HHIEC) No 2320/2002 %
JFE 192K NS K OB 220D 200843 J 11 H O #IHII(EC) No 300/2008 (OJ L 97, 9.4.2008,
p. 72);

Regulation (EC) No 300/2008 of the European Parliament and of the Council of 11 March 2008 on
common rules in the field of civil aviation security and repealing Regulation (EC) No 2320/2002
(OJL97,9.4.2008, p. 72);

2 i, 3w O 4 #imoD H RO AGE L ORI B 2R M OS2 0D 2013 4
1 A 15 HO#HI (EU) No 168/2013 (OJ L 60, 2.3.2013, p. 52);

Regulation (EU) No 168/2013 of the European Parliament and of the Council of 15 January 2013
on the approval and market surveillance of two- or three-wheel vehicles and quadricycles (OJ L 60,
2.3.2013, p. 52);

JRSEHT L ORI 7GRS S ONTTREU Z BE 3R Made L OV 0D 2013 4F-2 1
5 HOBIHIEU) No 167/2013 (OJ L60, 2.3.2013, p. 1);

Regulation (EU) No 167/2013 of the European Parliament and of the Council of 5 February 2013
on the approval and market surveillance of agricultural and forestry vehicles (OJ L 60, 2.3.2013, p.
1

BRI Z BT %, KO8, FREHE4 96/98/EC A8 -3 ARRINEES K OS2 0 2014 4F
7 A 23 HOO$E4 2014/90/EU (OJ L 257, 28.8.2014, p. 146);

Directive 2014/90/EU of the European Parliament and of the Council of 23 July 2014 on marine
equipment and repealing Council Directive 96/98/EC (OJ L 257, 28.8.2014, p. 146);

KRS NOERES AT SO FEFAMZ BT 2MNEES L OB 2016 425 A 11
H D$8457(EV) 2016/797 (OJ L 138, 26.5.2016, p. 44);

Directive (EU) 2016/797 of the European Parliament and of the Council of 11 May 2016 on the
interoperability of the rail system within the European Union (OJ L 138, 26.5.2016, p. 44);

HENEL R OV O#EES [H, 2D L1572 BEH O AT A, WERLESR K OV BES V7 By
2=y hOFRFE M ORI B 972, HIRIEC) No 175/2007 K OMHAIEC) No 595/2009 %
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SUET 5, NG, F545 2007/46/EC % B IE3 BRG0S0 2018 45 H 30 H
DOFIHIEV) 2018/858 (OJ L 151, 14.6.2018, p. 1) ;D72 224 K OVt 3R B O 1
AFON :ﬂﬁ%%foeiiéﬁﬂﬂﬂﬂ%& BhEL C, HEH K N OB [, 0 L57: AEE#EHO y
AT I, WERLEESR K OV BES I T- B = MO RIATEGRO BRI B35, BRINGR= K
HEFEAOHHIEV) 2018/858 ZYIET 5, BRMNEES K OBEREAOMHIEC) No 78/2009, %E
HII(EC) No 79/2009 2 UMHIEC) No 661/2009 N ONCHFAAHAIEC) No 631/2009, Higis:
FHHI(EU) No 406/2010, FEE2H1HI(EU) No 672/2010, Fi=E2:H1HI(EU) No 1003/2010, Fi
2HII(EU) No 1005/2010, HEE2:4HI/(EU) No 1008/2010, FiE2:47HI/(EU) No 1009/2010,
FREHAHIRIEU) No 19/2011, FE4HH1(EU) No 109/2011, FREH1RI(EU) No 458/2011,
FRFHAHIHIEU) No 65/2012, FEEHHI(EU) No 130/2012, FRFHAHIHI(EU) No 347/2012,
FREE2AHIHI(EU) No 351/2012, HEH2HHI(EU) No 1230/2012 K ONER =2 1L HIJ(EU)
2015/166 % 192N K OB 2019 4F 11 H 27 HO#HIEU) 2019/2144 (0J
L325,16.12.2019, p. 1);

Regulation (EU) 2018/858 of the European Parliament and of the Council of 30 May 2018 on the
approval and market surveillance of motor vehicles and their trailers, and of systems, components
and separate technical units intended for such vehicles, amending Regulations (EC) No 715/2007
and (EC) No 595/2009 and repealing Directive 2007/46/EC (OJ L 151, 14.6.2018, p. 1); Regulation
(EV) 2019/2144 of the European Parliament and of the Council of 27 November 2019 on type-
approval requirements for motor vehicles and their trailers, and systems, components and separate
technical units intended for such vehicles, as regards their general safety and the protection of vehicle
occupants and vulnerable road users, amending Regulation (EU) 2018/858 of the European
Parliament and of the Council and repealing Regulations (EC) No 78/2009, (EC) No 79/2009 and
(EC) No 661/2009 of the European Parliament and of the Council and Commission Regulations
(EC) No 631/2009, (EU) No 406/2010, (EU) No 672/2010, (EU) No 1003/2010, (EU) No
1005/2010, (EU) No 1008/2010, (EU) No 1009/2010, (EU) No 19/2011, (EU) No 109/2011, (EU)
No 458/2011, (EU) No 65/2012, (EU) No 130/2012, (EU) No 347/2012, (EU) No 351/2012, (EU)
No 1230/2012 and (EU) 2015/166 (OJ L 325, 16.12.2019, p. 1);

AT N EDT P, T alT, i OV — N TR 2e A B0 570
DORESHEE BRI DA, SIHIEV) 2018/1139 D 2 4555 1 THD Q) K OO -3 HiZer

DE%FF, BhE R ONTIHCESZEIZBT 2RI T, REWIZEO 781 2 30mH
TENZ 95 K O N A 4e 2 4 Jm e ik B4 5, WS, BRINEES K OS5
(EC) No 2111/2005, #IHII(EC) No 1008/2008, #HI[(EU) No 996/2010, #iHI(EU) No 376/2014,
F84 2014/30/EU K OMES 2014/53/EU ZCET %, RMaes Kk OB HAIEC) No
552/2004, FHI(EC) No 216/2008 J UM HIHI(EEC) No 3922/91 A5 1132 &
U200 2018 4£7 A 4 HOMHHIEU) 2018/1139 (OJ L 212, 22.8.2018, p. 1),

Regulation (EU) 2018/1139 of the European Parliament and of the Council of 4 July 2018 on
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common rules in the field of civil aviation and establishing a European Union Aviation Safety
Agency, and amending Regulations (EC) No 2111/2005, (EC) No 1008/2008, (EU) No 996/2010,
(EU) No 376/2014 and Directives 2014/30/EU and 2014/53/EU of the European Parliament and of
the Council, and repealing Regulations (EC) No 552/2004 and (EC) No 216/2008 of the European
Parliament and of the Council and Council Regulation (EEC) No 3922/91 (OJ L 212, 22.8.2018, p.
1), in so far as the design, production and placing on the market of aircrafts referred to in points (a)
and (b) of Article 2(1) thereof, where it concems unmanned aircraft and their engines, propellers,
parts and equipment to control them remotely, are concerned.
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Al 11
BOFEHE 2RI BIRY Al VAT L
HIGH-RISK Al SYSTEMS referred to in Article 6(2)

56 5555 2 TUZLAEYAY Al VAT AE, UFOGEBOWT I IHIESIL TS Al VAT
LTHDH:

High-risk Al systems pursuant to Article 6(2) are the Al systems listed in any of the following areas:

1. ARG OV EIRAD S FE:
(@) HAADIITIAA L] RO F % | DOVE—MEAREZGHR DT DR SN A2 L%
BXT5 Al AT by

Biometric identification and categorisation of natural persons:
(@ Alsystems intended to be used for the ‘real-time’ and ‘post’ remote biometric identification of
natural persons.

2. HEALTTIOEEEHKL OESHIT:
() JEBASEINTK, HA, B OVEROUEOEE B OEEZI TR D4
PSR L CRHISNAZ LA BT D Al S AT 4,

Management and operation of critical infrastructure:
(@ Alsystems intended to be used as safety components in the management and operation of road
traffic and the supply of water, gas, heating and electricity.

3. BE KO R
(@) ZBERERE K OB~ DT 72 ADPTE £ B IR ADFHID 7= TR HE
NAHZEEEIXTD Al VAT A
(b) FERERIKL OWMBETITREERA 231 T D AFEOFHID B BIDT=DIZ, WNZ, BRI
WZAFT D7D AN ER SN D BRI BT DB DOFHMEDO 7= RIS L
LHZEHFEXT D Al AT L,

Education and vocational training:

(@ Al systems intended to be used for the purpose of determining access or assigning natural
persons to educational and vocational training institutions;

(b) Al systems intended to be used for the purpose of assessing students in educational and
vocational training institutions and for assessing participants in tests commonly required for
admission to educational institutions.
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M, JrEEOE R O HE~DT A

@ HARADER ORI, FAZ, REMFEDOTEE T D120, FIAEDIIE-
LS TET 57280, miEE IR AFBROERIZ O g 2 i i 457
DOITFIHENDZEZ BT 5 Al VAT L

(b) FEEBTE T DEHIBHRO TN O T IR 2 HlrAATH7280, £ D IH70 5B
FRIZIBIT DALFOERY TR OADRES) KO TEIO B OFHIlD 72D ICRIS D
ZEEREXT D Al VAT A,

Employment, workers management and access to self-employment:

(@ Al systems intended to be used for recruitment or selection of natural persons, notably for
advertising vacancies, screening or filtering applications, evaluating candidates in the course
of interviews or tests;

(b) Al intended to be used for making decisions on promotion and termination of work-related
contractual relationships, for task allocation and for monitoring and evaluating performance
and behavior of persons in such relationships.

WIED BRI I OISO~ D T 7 AL ZESZAT NI A

@) AR SZAE I IR A KD B FEIR N DA I3~ 570, WONZ, Zi
SO OREZAT 5L, AL, BUNL - HEEREINDT-0, 1TERERIE-
I TEAEEID ROV DOF NI > TRIFSNAZ LA EIXT D Al VAT A

(b) TR > TR B OFHOT-0I1Z Al AT L3 —E R |2t
SNDYGERRE, BARANDEHEZFHNT 5720, F0%, BRADEHATT 244
S D OIHIHSN D2 BT 5 Al AT A

© HBIROEROARIZEDGAEED, BaRS T —EAD S TIEFREIZBTS
JNEFFIRIE E 7=V BESNEAE ST DT DI TSN A Z L& BT 5 Al S AT A,

Access to and enjoyment of essential private services and public services and benefits:

(@ Al systems intended to be used by public authorities or on behalf of public authorities to
evaluate the eligibility of natural persons for public assistance benefits and services, as well as
to grant, reduce, revoke, or reclaim such benefits and services;

(b) Al systems intended to be used to evaluate the creditworthiness of natural persons or establish
their credit score, with the exception of Al systems put into service by small scale providers for
their own use;

() Al systems intended to be used to dispatch, or to establish priority in the dispatching of
emergency first response services, including by firefighters and medical aid.

8T
@ AFEFHATHLITFHLIATICEIT D ARADY A 23l 576012 HIRADfERD
UAY DEHlizATH720, Eoid, IR TRADOWRIERepiER BT DU A a4
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DI THRBE C Lo TRIHEN A Z S BT 5 Al VAT L
RVTT7 BOSELL— LT, F20E, HRAD DERAEZ R D70 I T
BN > CTRIFISNAZ L2 BT D Al VAT Ly
¥ 52 SR 3TN T T A— 7 7 A VTR DI DI TRERB > TR E L
HZEHEETDH Al VAT L
AT TADIEE E I TFRBDIEFL 3\ IS M2 35 72 (i THE
BAC I CRIASINAZ LA BT D Al VAT L

§4(EU) 2016/680 D5 3 5485 4 AR HIRAD Z 7 7 AU 7 % Sifif b L TSR
DILFEA T2 LKA SUIRA TADOREDL LUTFREE THIT 5728, HDHN
1%, HERABL LI —T D MERAER OWERS F7 -1 b B0 T T8la 357
OITIERTHER L RSN A Z LA BXT 5 Al VAT A,
LTATAORRE, FAEFITFREBOIFE 2V Y THS(EU) 2016/680 D5 3 5545 4 5
(R THRAD T 07 7 AV T DI\ ER TR LTRSS A Z S A BT
BH Al VAT I
T —=HDHNZHDRIND /S — D3 R FT- 32T BURO R R D7, BEEMED
HD R OBENED R, Bp DT — RO CEIITR/ 2D T — 27—~ N CTH|
HCEOEHECRE T — 2y MBI TR R CEHI01277%, HIRALES
T DILIRIMT DT DI SN D LT T D Al VAT L,

Law enforcement:

(@)

()
©
©)
©)

(f)

)

Al systems intended to be used by law enforcement authorities for making individual risk
assessments of natural persons in order to assess the risk of a natural person for offending or
reoffending or the risk for potential victims of criminal offences;

Al systems intended to be used by law enforcement authorities as polygraphs and similar tools
or to detect the emotional state of a natural person;

Al systems intended to be used by law enforcement authorities to detect deep fakes as referred
to in article 52(3);

Al systems intended to be used by law enforcement authorities for evaluation of the reliability
of evidence in the course of investigation or prosecution of criminal offences;

Al systems intended to be used by law enforcement authorities for predicting the occurrence
or reoccurrence of an actual or potential criminal offence based on profiling of natural persons
as referred to in Article 3(4) of Directive (EU) 2016/680 or assessing personality traits and
characteristics or past criminal behaviour of natural persons or groups;

Al systems intended to be used by law enforcement authorities for profiling of natural persons
as referred to in Article 3(4) of Directive (EU) 2016/680 in the course of detection,
investigation or prosecution of criminal offences;

Al systems intended to be used for crime analytics regarding natural persons, allowing law
enforcement authorities to search complex related and unrelated large data sets available in

different data sources or in different data formats in order to identify unknown patterns or
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discover hidden relationships in the data.

B, HEREESE P

(@)
()

©

@

VT T e OFELL— e T, F20E, BIRAD DERIRREZ AT D7D | CIEsHE
FRDSH A TEREBA > TRIHSNAZEZEIXT 2 Al VAT A

ERREIDFE LNIZAAI EL TS HRAFINIBEZ AS TS BARANDRZ EDY
27, RIEBEROIAY, £7-1%, B FOURYZE80, VAT 22 i DT D e
BRI DA TEASBI L > TRIHSN A Z LA EIXT D Al VAT A

HARNDSfA T30 K& OREIE RO EAEMEOEEDT=, WS, T LEO+®
X2 )T AERER R DT LI C LD ELIE TR SCEDRIEND T2 |\ IR ESHERR D35
ITERSEAZ > CRIFASIAZ L EIXT 5 Al VAT A

H7 %3RO THINLTTOD BERADERSMES B C, BERGEE, BAERAG, BT
] K ONBEBEG D AR H N C ORGSO 7230 [ RS HENROD & 51 TERER 2B 452
LEEIKTD Al VAT L,

Muigration, asylum and border control management:

@)
()

©

@

555

@

Al systems intended to be used by competent public authorities as polygraphs and similar tools
or to detect the emotional state of a natural person;

Al systems intended to be used by competent public authorities to assess a risk, including a
security risk, a risk of irregular immigration, or a health risk, posed by a natural person who
intends to enter or has entered into the territory of a Member State;

Al systems intended to be used by competent public authorities for the verification of the
authenticity of travel documents and supporting documentation of natural persons and detect
non-authentic documents by checking their security features;

Al systems intended to assist competent public authorities for the examination of applications
for asylum, visa and residence permits and associated complaints with regard to the eligibility
of the natural persons applying for a status.

D3 Ny O R -
HERONERORZE KL ORI T, WS, BRI EO Yy MO 5%
OB T, EESEIE MBI T 5282 BIXT 5 Al VAT A,

Administration of justice and democratic processes:

@)

Al systems intended to assist a judicial authority in researching and interpreting facts and the
law and in applying the law to a concrete set of facts.
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Al 1V
8 11 &5 L TAITRT HincE
TECHNICAL DOCUMENTATION referred to in Article 11(1)

55 11 5650 1 IR HANSGE L, BRE Al S A7 MM PTREZREEIE, D7eKEb L TG H

Ehh:

The technical documentation referred to in Article 11(1) shall contain at least the following information,
as applicable to the relevant Al system:

1. O Al VAT LD, L FEOEREETe— itk

(@)
()

©
@
©)
(f)

©

LDV AT LD B, 2D AT LOBRFTE, B R OEDT AT LOD/N—
av;

FNDHERASNALEENL, ZD Al AT L0, Z0 Al AT 20 BIRO—EF Tl
VWN—R =T O TN =T EORITEDINTCNENT D00, F2lE, L0EVD
T2DIZE DI HSIATDDN;

B2V T NI T FE LT 7 — AT = T DO A—Va RO —Ta DT T —h
RS BRI

ZD Al AT LIS HHCED N E 13— RSN A S COIEED IR ;

ZD Al VAT LR ZED_ETITEERL QNS N—RT =7 DRk,

ZD Al VAT LR OREREE ThOLE, INERRHS A R EEEIIX, <
— 27 e O OB OPNEREE

FIRE 2R LR, KO, ZhsE gl &3 A=V OFR,

A general description of the Al system including:

(@)
()

©
@
©)
(f)

©

its intended purpose, the person/s developing the system the date and the version of the system;
how the Al system interacts or can be used to interact with hardware or software that is not part
of the Al system itself, where applicable;

the versions of relevant software or firmware and any requirement related to version update;
the description of all forms in which the Al system is placed on the market or put into service;
the description of hardware on which the Al system is intended to run;

where the Al system is a component of products, photographs or illustrations showing external
features, marking and internal layout of those products;

instructions of use for the user and, where applicable installation instructions.

2. FD Al AT LAOHEZRFD Al AT AOBRFGERED, LI FOEHE ST ed il i

ik

@)

ZINHDBIES HEXTL, H=FHDDIRIES IV DFIRE DT AT W E T — /L O]
H, KO, ZNODTAT LEIT — AR EDINAEHSDDD, HLLIT, fef
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FZLSTEDINTHE T AHMEESNDDNEED, D Al VAT LOBFEDT-
DIZFERESID TE L OB
FDOIAT LOFEHEE, T70bh, FD Al VAT LT LAY XD S5
s FRERAARILE, O TONTAREE G, DYV AT LHFIHENAZ L ERL T
DEFINIT N —T LU BRESE T, JL7aDa%Et EOERR; T30 EOER ;
B/\T A5 K O EDBEEM A fri LT DT Z DU AT JIRE DIHTERETE
B 55 N ZRES 2 Z2iC @é%ﬂ#ﬁ@@#@%t \ZERRS HAOfiERsR
EEREL T TOIUSAHN —RA 7 2B 5T
WEREARD C, V7 Ny = THEREENE O I THEESN, F20%, A7 —F
L CHRAESNADNEHIATHY AT LT —FT 7 F v Dtk ; 2D Al S AT LD
75, A, R OWRREDT- DI ST B a— 2GR
FNNBHETDEXE, ZNHDT —Xy hOFAE, ZoiE R OG-8 2
B9 DIEEA 50, FIREO TER ORI NSNS T — 22y M3
—& T —R Dl ::;5 FHT —HDFRMAEE; T —HNEDINTL TATIN, BIRS
NI=ony; (BlziE, BB HFEEOT-O D) 7V 7 DOFee, T —HDI)—=1F
T %ﬂfﬁ*ﬁﬁ) ;
55 13 5550 3 THDOANIE, Al AT LD IORIHEIZ LA RIRE RGN T D18
(LB IR DEAN e E ORI 50, 5 14 FTHE> TLEEET0 D AT LD
DFEEOFH;
FAUHNEFH FTREZR L, 55 NI EKES 2 Tl B DEFEEAZ D Al AT L)3kE
5]he %ﬂ‘ﬁ‘é\_k%ﬁ%ﬁ‘é?ﬁ \CERRSNI- BRIk L B2 4 Co R
EHT, Al VAT DO OHRE~DIRNZED SR DOFEM TR ;
FRAER O S A 38RT — 2 NS E B0 EER R B3 Al d#AE 2w,
FHEN DAL T M OB 00, IEfeME, B, oA — X270 KOS %z
5B 2 FED DO BHEEYAD RS ONZ S ISD R 72 5 B E T 576
HEHSHDANZ A (D T TREFLTODERI E@%ﬂf:%%&%‘@@?‘&@%
W, BB/ IO B R OBREEDOBLOHLETORBMEE,

A detailed description of the elements of the Al system and of the process for its development,
including:

@)

()

the methods and steps performed for the development of the Al system, including, where
relevant, recourse to pre-trained systems or tools provided by third parties and how these have
been used, integrated or modified by the provider;

the design specifications of the system, namely the general logic of the Al system and of the
algorithms; the key design choices including the rationale and assumptions made, also with
regard to persons or groups of persons on which the system is intended to be used; the main
classification choices; what the system is designed to optimise for and the relevance of the
different parameters; the decisions about any possible trade-off made regarding the technical

solutions adopted to comply with the requirements set out in Title I1l, Chapter 2;
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(c) the description of the system architecture explaining how software components build on or
feed into each other and integrate into the overall processing; the computational resources used
to develop, train, test and validate the Al system;

(d) where relevant, the data requirements in terms of datasheets describing the training
methodologies and techniques and the training data sets used, including information about the
provenance of those data sets, their scope and main characteristics; how the data was obtained
and selected; labelling procedures (e.g. for supervised learning), data cleaning methodologies
(e.g. outliers detection);

(e) assessment of the human oversight measures needed in accordance with Article 14, including
an assessment of the technical measures needed to facilitate the interpretation of the outputs of
Al systems by the users, in accordance with Articles 13(3)(d);

(/)  where applicable, a detailed description of pre-determined changes to the Al system and its
performance, together with all the relevant information related to the technical solutions
adopted to ensure continuous compliance of the Al system with the relevant requirements set
out in Title 111, Chapter 2;

(9) the validation and testing procedures used, including information about the validation and
testing data used and their main characteristics; metrics used to measure accuracy, robustness,
cybersecurity and compliance with other relevant requirements set out in Title 111, Chapter 2 as
well as potentially discriminatory impacts; test logs and all test reports dated and signed by the
responsible persons, including with regard to pre-determined changes as referred to under point

(.

LD, ZOVAT LHBFIHSNAZENEIXSIV QDR EDE E137 NV —7 1B
DIEFEMEDRREE R OED Al T AT LOFTHIO B LD BIRIZISW TSIV 272
IEHEEDL A~V ED, 20 Al AT LORES) FOWERE DRI ZD Al 2 AT LOFT
oo BRNCHRGL, FRATREZRERILW ), WONT, R R V24, HARRIZHER &
OFEZERNTE T DUAZ DI Al S AT LD ORI FE L AR A RS 357
DICETONDEA R EE S, 5 14 SR[ITHES TUEET2D NI LR HORE
FRNEGIRE XL, AT —ZOHFREBSEL T, 20 Al T AT LD, T & OV
PRICBHT 2R IE R

Detailed information about the monitoring, functioning and control of the Al system, in particular
with regard to: its capabilities and limitations in performance, including the degrees of accuracy for
specific persons or groups of persons on which the system is intended to be used and the overall
expected level of accuracy in relation to its intended purpose; the foreseeable unintended outcomes
and sources of risks to health and safety, fundamental rights and discrimination in view of the
intended purpose of the Al system; the human oversight measures needed in accordance with Article
14, including the technical measures put in place to facilitate the interpretation of the outputs of Al

systems by the users; specifications on input data, as appropriate;
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55 9 RANEST VAV E I AT DOFE RGN
Adetailed description of the risk management system in accordance with Article 9;
ZDVAT DDTAT A NVAEBE TEDYVAT MR T TN DL RO FR;
A description of any change made to the system through its lifecycle;

EU B L CARSNT-SIROEH F 23—l S B A LS = B D U A
;s DI 7B LS BAHEYED Sl SN2 o T35 A, 388 ST B oD B AR
YER OB ERR DU AN G, 5 Nl FKES 2 B ED DB AT 57Ol HS -
FERSR DFER SRR ;

A list of the harmonised standards applied in full or in part the references of which have been
published in the Official Journal of the European Union; where no such harmonised standards have
been applied, a detailed description of the solutions adopted to meet the requirements set out in Title
111, Chapter 2, including a list of other relevant standards and technical specifications applied;

EU & H S EOERY);
A copy of the EU declaration of conformity;

% 61 556 3 TR LR A HEZ B, 55 61 SRITHt-s Tk D7 =—X|C
BWTED Al VAT LOMEEE R 57 DIZ5R T BV AT LD FEI R,

A detailed description of the system in place to evaluate the Al system performance in the post-

market phase in accordance with Article 61, including the post-market monitoring plan referred to
in Article 61(3).
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RE vV
EUBSEES
EU DECLARATION OF CONFORMITY

FHBRIRT BUBEAESEL, U TOFHROETEED5:

The EU declaration of conformity referred to in Article 48, shall contain all of the following information:

1

Al S 2T LDZFR OZAT, AT, D Al VAT LD O —H VT % T
BINTTAIID NI 252

Al system name and type and any additional unambiguous reference allowing identification and
traceability of the Al system;

B DL OMERT, F213, THEH ATREZREE 1T, ZORMEE OMHEROHHAEL
B DT OERT;

Name and address of the provider or, where applicable, their authorised representative;
Z O BEU A ESENEDRIEDHDEED FIZBUWTETSI TS BORLE;

A statement that the EU declaration of conformity is issued under the sole responsibility of the
provider;

D Al AT LNZOHANTEHEL TOAZE, KON, N0 R/ s b3, EU 5
HEEOIITETED COBRNES O BREN A ZE AL TOAZEDEIR;

A statement that the Al system in question is in conformity with this Regulation and, if applicable,
with any other relevant Union legislation that provides for the issuing of an EU declaration of
conformity;

FERNEZENLTEEFRL TSI BE 2 A LS BRI T2 L
NOILEAARDOSHE;

References to any relevant harmonised standards used or any other common specification in relation
to which conformity is declared;

ZHIASE ATRE AR E X, FEEHIMD A TR O [ 75, St A MMl TRt RD
WK OFA TSR DR -
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Where applicable, the name and identification number of the notified body, a description of the
conformity assessment procedure performed and identification of the certificate issued;

HEEDOFATOMBM R, B5FIEBL LIEHEDOUAL K OMER, SN, B THHZL

BE5

DFIR, KO, BALBEDORIONBL UTE THHZEDFR,

Place and date of issue of the declaration, name and function of the person who signed it as well as
an indication for, and on behalf of whom, that person signed, signature.
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RIHE VI
NERET R RS GE SRR
CONFORMITY ASSESSMENT PROCEDURE BASED ON INTERNAL CONTROL

WEVE B A S DA MR TRa S, 55 2 57V UES 4 Ba Lo A MR HI T
Ao

The conformity assessment procedure based on internal control is the conformity assessment
procedure based on points 2 to 4.

TR, BTN A E BB AT LS5 1T DB 8L QDT EARRET D,

The provider verifies that the established quality management system is in compliance with the
requirements of Article 17.

PO, 26 N KGR 2 T ED HVAD BRETEAAZ 0D Al AT LHNESFL TWDIEE
S 572, FiCEI A EN CQODIEIRAISHRT 2,

The provider examines the information contained in the technical documentation in order to assess
the compliance of the Al system with the relevant essential requirements set out in Title 111, Chapter

2.

UL, 20 Al VAT 2OFEH R OB ONTE 61 SR TZD Al AT 2D
(BRSBTS — BN HHZ L MREET 5,

The provider also verifies that the design and development process of the Al system and its post-
market monitoring as referred to in Article 61 is consistent with the technical documentation.
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RAE V1
WA BB AT LAOFHERUEITEOFHLiZ &M s T 5EaH
CONFORMITY BASED ON ASSESSMENT OF QUALITY MANAGEMENT SYSTEM AND
ASSESSMENT OF TECHNICAL DOCUMENTATION

Ao haZ g ar
Introduction

i EVE B AT DOFHI M OB SO HlE B 3D AT, 85 2 5780 LE 5 &
R DMt T,

Conformity based on assessment of quality management system and assessment of the technical
documentation is the conformity assessment procedure based on points 2 to 5.

iR

Overview

AT RIZED Al AT LOR%E, BT L ORBROD 70O D7EGRS - S B L AT AT,
% 3 B THEBREZT, 7, 55 FAZEDDERIIRT D, TD Al AT LOHHT
ST, A S TR R ST D,

The approved quality management system for the design, development and testing of Al systems
pursuant to Article 17 shall be examined in accordance with point 3 and shall be subject to
surveillance as specified in point 5. The technical documentation of the Al system shall be examined
in accordance with point 4.

SHEEHE AT I
Quality management system

31 FEEORGEED, LFOL0EED5:

@ RHEEOLHB O, WS, ZOHFEEIHEBROHLNEEF L > TR OIS
EET, TOREEEDOLFRLOFRTEE;

() Fl—DNWEEH AT LD FCEEISND Al VAT LDOYAR;

© [Fl—DOWEEHL AT LD FCEEISNAE L D Al AT WRIOHA S,

() ZOREEI AT MNET D 17 SRHEET 52Tz mfE4 5

@ <o ,é* ﬁ/foﬂ@@Jri&U%ﬁJri%ff&%?‘é_k%ﬁﬁf%ﬁ“ét hei's j%a%
REE Tl

® [ @Eﬁ 75>%le)¥ TR SR TS O ZED RN ORI ES,

U
EUH
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The application of the provider shall include:

(@ the name and address of the provider and, if the application is lodged by the authorised
representative, their name and address as well;

(b) the list of Al systems covered under the same quality management system;

(c) the technical documentation for each Al system covered under the same quality management
system;

(d) the documentation conceming the quality management system which shall cover all the
aspects listed under Article 17;

(e) adescription of the procedures in place to ensure that the quality management system remains
adequate and effective;

(H awritten declaration that the same application has not been lodged with any other notified bodly.

AR B AT AT, 17 RN T B T O BEE B AT DN TERL T
FIWTI-HFR SR L > CRHlis s,

The quality management system shall be assessed by the notified body, which shall determine
whether it satisfies the requirements referred to in Article 17.

RIENL, LR F T2 ORMEE DHEROH LB TG TRASID,
The decision shall be notified to the provider or its authorised representative.
ZOWHENTL, ZOSEEH AT LO7Hif R M OBEFR AT U AR 2 50 5,

The notification shall contain the conclusions of the assessment of the quality management system
and the reasoned assessment decision.

HGRE ST T E BB AT X, OB EBL AT LA)NE I O a#ER 372
IO DRI T I > TIEE K OSHERFRE S Ul T 2,

The quality management system as approved shall continue to be implemented and maintained by
the provider so that it remains adequate and efficient.

PRSI AT LR OVENUZEHESIUTND Al S AT LDOY AR EXIN 228
I, ORI T, RSO IEEZ AT HINAIDNICSND,

Any intended change to the approved quality management system or the list of Al systems covered
by the latter shall be brought to the attention of the notified body by the provider.
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TRESNIZETS, FEEC LT AZ 2T, ZOREHRT, ZESNOMEEH A
T LI B2 N\ TR A TR UG T D707, I, FRHIA LD EARTE S Do

The proposed changes shall be examined by the notified body, which shall decide whether the
modified quality management system continues to satisfy the requirements referred to in point 3.2
or whether a reassessment is necessary.

FRIGHRKIL, ZORMEITGL T, TOWREZIEIIT D, TOWANL, LEOBEHERML
OB Z UMl E 2 20 5,

The notified body shall notify the provider of its decision. The notification shall contain the
conclusions of the examination of the changes and the reasoned assessment decision.

PSCEDRTE

Control of the technical documentation

5B 3 BAURT RN, #EIEEC Lo C, ZORME DN TG CES T — e R it
THIEEEXL, 70, 3 SR IWEE Y AT AZEHESILUTND Al AT AR
T AHEMATSCGEO AR D, ZFOFME DSEIN A SRR A HEE I HNTH
A,

In addition to the application referred to in point 3, an application with a notified body of their choice
shall be lodged by the provider for the assessment of the technical documentation relating to the Al
system which the provider intends to place on the market or put into service and which is covered
by the quality management system referred to under point 3.

ZOHFEFL, LTOFHEZEDS:
@ HREEOLFRLOETT;
(b) [RI—DHEEDBIOFREHR L CHNL CHONZ eV BOEEICLDES;
© RIHE IV IR HRcE,

The application shall include:

(@ the name and address of the provider;

(b) a written declaration that the same application has not been lodged with any other notified
body;

(c) the technical documentation referred to in Annex IV.

HAINSCENY, ZOfEEHRC LT RE T D, D HMIOT-OIZ, FeEikY, 7707
— arIar I A BT A A(TAPL) F-13F LIS O FB R N E—h T
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T AL EHARRIC T B Y — AR, TOHRMEE I > TSR &L O
PEROT —H M D REY LT 72 A% 5.2 b,

The technical documentation shall be examined by the notified body. To this purpose, the notified
body shall be granted full access to the training and testing datasets used by the provider, including
through application programming interfaces (API) or other appropriate means and tools enabling
remote access.

BASCEDOFAITEEL, 565 W3 2 SO DB A2 D Al VAT LFERL QWD IE
Z ISR CEAINTT B0, TOFRERMNE, ZOIRMEEITRIL, FICFHLATRL
TAHIEFITEIGRRE T A EE TR TX D, ZOHRME L TS 7=k
(ZZ DFREID VL 2GR, ZORREHET, A, Lnd bl £
92,

In examining the technical documentation, the notified body may require that the provider supplies
further evidence or carries out further tests so as to enable a proper assessment of conformity of the
Al system with the requirements set out in Title 111, Chapter 2. Whenever the notified body is not
satisfied with the tests carried out by the provider, the notified body shall directly carry out adequate
tests, as appropriate.

5 EE 2 BEZEDAE A EYRY Al VAT AINFEEL CONBIZ ED RO 7D 3
6, o, BEHRAATUZEERIZED, 2ofeEilid, 20 Al VAT LDV —Aa—R
DT AL 5.2 5,

Where necessary to assess the conformity of the high-risk Al system with the requirements set out
in Title 111, Chapter 2 and upon a reasoned request, the notified body shall also be granted access to
the source code of the Al system.

ZOPTEN, 1RHEEE FITZ ORRUEE OMERDHHRELE XL TEMS LD, £ O
13, ZOBCEORHIRE R OB 2 U TRl E 2 20 D,

The decision shall be notified to the provider or its authorised representative. The notification shall
contain the conclusions of the assessment of the technical documentation and the reasoned
assessment decision.

ZD Al VAT LD K 2 FITEDDEMAE TR QODHEXT, ZOFREMND
EU B SCERMEREAED R TSN D, TOREAEL, feE 04 OERT, FAE,
(BLHHEEL) TOREEDTZODSAER OZED Al AT LD TS T2 5T
—XE T D,
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Where the Al system is in conformity with the requirements set out in Title Ill, Chapter 2, an EU
technical documentation assessment certificate shall be issued by the notified body. The certificate
shall indicate the name and address of the provider, the conclusions of the examination, the
conditions (if any) for its validity and the data necessary for the identification of the Al system.

FOHRIAER OMIESGEL, 20 Al AT ADOFEEDNTUITELINTTHI-0D, KT,
FHOERENAEEL, FIFAOICZD Al 3 AT LD INTELINTT DI DT
DB HRAE DD,

The certificate and its annexes shall contain all relevant information to allow the conformity of the
Al system to be evaluated, and to allow for control of the Al system while in use, where applicable.

ZD Al AT LAY RS 2 FISED B2 TR LIRNEE L, TOFERMIE, EU
PACERHERERAEOFITZAESEL, 230, TOHREEITHL, TOIEGOFA P HE
Bz, L ~<EHE 12,

Where the Al system is not in conformity with the requirements set out in Title 111, Chapter 2, the
notified body shall refuse to issue an EU technical documentation assessment certificate and shall
inform the applicant accordingly, giving detailed reasons for its refusal.

ZD Al AT IR, D Al AT DGR ATl ST —#IZBL CEH T
BUIRNEXE, B/ S MRz RO DHGEE T DR, 2D Al VAT AOFEFIH
WL D, ZOWEIZEWT, EU HCETUIRERIEO R TG D e ko 21
HZEATUIZEHIRRENE, 0 Al VAT DEFIT 57Ol RAS A E DT —2 2B
%, FHZ, NESFOERH BT AR ORGSR A 5D D,

Where the Al system does not meet the requirement relating to the data used to train it, re-training
of the Al system will be needed prior to the application for a new conformity assessment. In this
case, the reasoned assessment decision of the notified body refusing to issue the EU technical
documentation assessment certificate shall contain specific considerations on the quality data used
to train the Al system, notably on the reasons for non-compliance.

ZFD Al 2 AT LOELEOEFE - ITFD Al AT LOFTHID B ELSLZED Al A
T LD, BU B sCER MR A R TUT R SRR S Lo TRRES IS, EDOFRE
FL, ZOIHEEHFIHL, EROEEOWT NI EEATHZOEREEEL, £
721%, ZOIIRE T o2 ORERHRRD K DN CODEIDEBET 2, BIXSN A E
1%, EOHEEEMICID, FHMiiZs2T, EOREEMRIE, ZAHDOZEEAE 43 556 4 TH|IC
e T MM A Z 20 D THDEDED, £21%, EU Bl R MR e E Al
BT DLV FEIZ L > TENSDE BRI NAFDE D THONMEIERET D, 155
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DYE, TOFREHME, ZOEFEEFHNL, TORUEE IR TZOfREHRkORES
WHIL, 730, TOEFENEGRSNDYE, TORMEITHIL, EU SdimCETHlREED
WEEF T2,

Any change to the Al system that could affect the compliance of the Al system with the requirements
or its intended purpose shall be approved by the notified body which issued the EU technical
documentation assessment certificate. The provider shall inform such notified body of its intention
to introduce any of the above-mentioned changes or if it becomes otherwise aware of the occurrence
of such changes. The intended changes shall be assessed by the notified body which shall decide
whether those changes require a new conformity assessment in accordance with Article 43(4) or
whether they could be addressed by means of a supplement to the EU technical documentation
assessment certificate. In the latter case, the notified body shall assess the changes, notify the provider
of its decision and, where the changes are approved, issue to the provider a supplement to the EU
technical documentation assessment certificate.

FOSA VT S HE AT LD
Surveillance of the approved quality management system

5 3 S KVFETEHIRR Z > TR TSN AR D BBV, KRS E BB AT 2DOS
G R i i S T N BN N 4 S R N N o Vo

The purpose of the surveillance carried out by the notified body referred to in Point 3 is to make sure
that the provider duly fulfils the terms and conditions of the approved quality management system.

FHIED HRIDT=01Z, 1245513, FEiRioxL, 20 Al AT LAOKG, B, il
ITOIN WD ~DT 7B AZ R T D, CORMEEL, ZORERMEEDORT, 2T
DT E i e SR o

For assessment purposes, the provider shall allow the notified body to access the premises where the
design, development, testing of the Al systems is taking place. The provider shall further share with
the notified body all necessary information.

FEEMAR T, T OHRMEE DN BT AT DA HEER B LN ONE 95 2 S 2R3 5720,
TEHAR A NG, 2>, TORRMEEITHL, B =AM 5, Tho0EAED
HEFRIZISNT, EOFEHM T, EU B CERHMIREAE ST TSI Al AT ADB/
A7 It T D,

The notified body shall carry out periodic audits to make sure that the provider maintains and applies

the quality management system and shall provide the provider with an audit report. In the context of
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those audits, the notified body may carry out additional tests of the Al systems for which an EU
technical documentation assessment certificate was issued.
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AIHE Vi
5 51 FIFE-TEIRY Al VAT LDOZFOMEIRHEN AR EEHR

INFORMATION TO BE SUBMITTED UPON THE REGISTRATION OF
HIGH-RISK Al SYSTEMS IN ACCORDANCE WITHARTICLE 51

55 51 St TGRS AU A Al S ZT LIZBAL, LA FOIFHROEEES I, 230, gk
REIZERT- D,

The following information shall be provided and thereafter kept up to date with regard to high-risk Al
systems to be registered in accordance with Article 51.

1 fEEOLTR, (TR ONEEE;
Name, address and contact details of the provider;

2. RHEEORDOVDBIDF L > THEROIEHNZI TSNDEE, MiZDEDLFR, (FFT,
ONEAREAE

Where submission of information is carried out by another person on behalf of the provider, the
name, address and contact details of that person;

3. THSEMREREED, MERODHLRBEE DA, FHT R ONERSSE;
Name, address and contact details of the authorised representative, where applicable;

4. Al AT LOHG| EOAFR, N, £0 Al VAT L0 KRN —EY T (23 TED
FONTTDAMBT R DIRNSR

Al system trade name and any additional unambiguous reference allowing identification and
traceability of the Al system;

5. D Al VAT LOPTHAD BT
Description of the intended purpose of the Al system;

6. FD Al VAT LOIREE(TEHIHD, r—E R T ED LT e/ —E R
Ity Ya— L EnT-) ;

Status of the Al system (on the market, or in service; no longer placed on the market/in service,
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12.

L EMMEEE 68 57 (2021 4F 11 A)
recalled);

TR SIATSNIRERED AT, Fem W OANIIIR, WS, TOFRE#kDH
B, E1203, ThSE M T e L &3m0 R 5

Type, number and expiry date of the certificate issued by the notified body and the name or
identification number of that notified body, when applicable;

CADE ATREZREET, 5 7 SR REHEOEEY);
A scanned copy of the certificate referred to in point 7, when applicable;

ZD Al VAT LIS THEAZED) M, —E RIS T0D, HLLIE, BRMNEA PN TR AT
BEICESIUCUWBRERKE, 721, DI CENT-HERE

Member States in which the Al system is or has been placed on the market, put into service or made
available in the Union;

548 SRITRY EU WA E 5 HOER);

A copy of the EU declaration of conformity referred to in Article 48;
AR EOFE R ZOMEHRE, BIHE I O 1 7=, 56 HRONE 7 SR IE3d T
DIYEF, B, R OERE O D EH R D) A7 Al VAT KMZBEL T, 17
TIIeb7auy,

Electronic instructions for use; this information shall not be provided for high-risk Al systems in the
areas of law enforcement and migration, asylum and border control management referred to in
Annex lll, points 1, 6 and 7.

IENNE G HE AL 7= D URL GEIRY)

URL for additional information (optional).
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RIHE 1X

B, REREHOBSIETHREUE 1T AT LIS SRMES DILE

Union legislation ON large-scale IT systems in the area of Freedom, Security and Justice

L P AFH AT L

@)

()

©

BT 258 = EEROIFE DD DT =7 AGH 27 2OFI I T %Rk
PGS M O FS 2018 4F 11 A 28 HOFIHI(EU) 2018/1860 (OJ L 312, 7.12.2018, p.
1).

EBRE DS IT D = 7 AFH AT I (SIS) D% E, TEH K ORI RIZEES
%, WONT, v 7 A EFRELHEUEL, BIRIEC) No 1987/2006 % U} U
IET2MMEES MO0 2018 4= 11 H 28 HOHHIEU) 2018/1861 (OJ L 312,
7.12.2018, p 14),

T 31T D201 S ONERS LD W D BB T4 = 7 G AT A
(SIS)O) R, EH L OFIFICEET S, WO, FEEAPUE 2007/533/IHA Z0E & O
BEIEL, RS M OS2 HIHIEC) No 1986/2006 M U B 43R7E 2010/261/EU
ZRE T DRSS L O FE 0 2018 45 11 H 28 H D FIHI(EU) 2018/1862 (0J L 312,
7.12.2018, p. 56),

Schengen Information System

(@)

()

©

Regulation (EU) 2018/1860 of the European Parliament and of the Council of 28 November
2018 on the use of the Schengen Information System for the return of illegally staying third-
country nationals (OJ L 312, 7.12.2018, p. 1).

Regulation (EU) 2018/1861 of the European Parliament and of the Council of 28 November
2018 on the establishment, operation and use of the Schengen Information System (SIS) in the
field of border checks, and amending the Convention implementing the Schengen Agreement,
and amending and repealing Regulation (EC) No 1987/2006 (OJ L 312, 7.12.2018, p. 14).
Regulation (EU) 2018/1862 of the European Parliament and of the Council of 28 November
2018 on the establishment, operation and use of the Schengen Information System (SIS) in the
field of police cooperation and judicial cooperation in criminal matters, amending and
repealing Council Decision 2007/533/JHA, and repealing Regulation (EC) No 1986/2006 of
the European Parliament and of the Council and Commission Decision 2010/261/EU (OJ L
312,7.12.2018, p. 56).

Visa [HH AT 2

@

HHI(EC) No 767/2008, #HII[EC) No 810/2009, #1HI(EU) 2017/2226, #iHI(EU) 206/399,
FLRI] XX/2018[4H A FH AL B ONRE 2004/512/EC A TIEL, BRSSP E
2008/633/JHA % 119~ 2Rk g M OB D #HHI0O$E42 — COM(2018) 302 final,

T 7T = S, ZORANE, HENEFICE-T(Q021 44 A 5 AL FURS

2,
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Visa Information System

@)

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL amending Regulation (EC) No 767/2008, Regulation (EC) No 810/2009,
Regulation (EU) 2017/2226, Regulation (EU) 2016/399, Regulation XX/2018
[Interoperability Regulation], and Decision 2004/512/EC and repealing Council Decision
2008/633/JHA - COM(2018) 302 final. To be updated once the Regulation is adopted
(April/May 2021) by the co-legislators.

Eurodac

@)

FLRIEU) XXXIXXX[HE B K O B0 5 BRIZ B3 2 HLAN] M VLA (EU) XXX/
XXX[ = FEEFER RO I 72 D78, 1ERHET 25— EE R OV E £
B DB DT DHEREFZT — XD xR T-0 0 [ Eurodac | DF%ENZEE5, A
\Z, T B O T3 ORERZIEI O T THEEE K OF Europol (245 Eurodac 7 —# ™
RHRA RO HEGHICRTT5, WONZ, BIHI(EV) 2018/1240 & OHIHI(EU) 2019/818 %
UOET 2RSS K OB RSO H R OE EHEZE —COM(2020) 614 final,

Eurodac

@)

Amended proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL on the establishment of ‘Eurodac’ for the comparison of biometric data for
the effective application of Regulation (EU) XXX/XXX [Regulation on Asylum and
Migration Management] and of Regulation (EU) XXX/XXX [Resettlement Regulation], for
identifying an illegally staying third-country national or stateless person and on requests for the
comparison with Eurodac data by Member States' law enforcement authorities and Europol
for law enforcement purposes and amending Regulations (EU) 2018/1240 and (EU) 2019/818
—COM(2020) 614 final.

AE HE AT 4

@

FERRIEI D6 NEE A 95 25 = EE R ANEEHEO T —2 O EES DT —
BEEGET DD NE HER 27 4 (EES) Z% T, 15T BRIDT-8 0 EES ~
DT 7B ADEIZRED, W, =7 Wi 2 54549, HHI(EC) No
767/2008 2 OMHAIEU) No 1077/2011 A 13 ARRMIEERS K OB 2017 4£11 H
30 HDHHAIEU) 2017/2226 (OJ L 327, 9.12.2017, p. 20),

Entry/Exit System

@

Regulation (EU) 2017/2226 of the European Parliament and of the Council of 30 November
2017 establishing an Entry/Exit System (EES) to register entry and exit data and refusal of
entry data of third-country nationals crossing the external borders of the Member States and

determining the conditions for access to the EES for law enforcement purposes, and amending
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the Convention implementing the Schengen Agreement and Regulations (EC) No 767/2003
and (EU) No 1077/2011 (OJ L 327,9.12.2017, p. 20).

BRMRA T B O AT AT s

@)

()

WA B H L O RIS AT A (ETIAS) 3315, MFONZ, #1HII(EU) No 1077/2011,
HIHI(EV) No 515/2014, HIHI(EU) 2016/399, HIHI(EU) 2016/1624 2 OHRIEU) 2017/
2226 A UIET AN R OBE20 2018 459 H 12 HO#IHIEU) 2018/1240 (OJ
L 236,19.9.2018, p. 1),

RN T OFF RIS A7 I (ETIAS) A% 5 B RIO 72O ZHHRI(EV) 2016/794 %
SUE DRSS OS2 2018 4= 9 H 12 HOFIHI(EU) 2018/1241(0J L 236,
19.9.2018, p. 72),

European Travel Information and Authorisation System

@)

()

Regulation (EU) 2018/1240 of the European Parliament and of the Council of 12 September
2018 establishing a European Travel Information and Authorisation System (ETIAS) and
amending Regulations (EU) No 1077/2011, (EU) No 515/2014, (EU) 2016/399, (EU)
2016/1624 and (EU) 2017/2226 (OJ L 236, 19.9.2018, p. 1).

Regulation (EU) 2018/1241 of the European Parliament and of the Council of 12 September
2018 amending Regulation (EU) 2016/794 for the purpose of establishing a European Travel
Information and Authorisation System (ETIAS) (OJ L 236, 19.9.2018, p. 72).

o — [ R R OV R | 2 BB MRS Rk e A7

@)

RRINTRI BRI AT DA T 57D O = [EE R, OEEFES B 26
HRRAF A RT3 DI RRIEI DR R EDT= D DEEHT A7 1 (ECRIS-TCN) Za%lF
FIHIEV) 2018/1726 A SUET DM K OBRFD 2019 4 4 A 17 HOHHI (EU)
2019/816 (OJ L 135, 22.5.2019, p. 1),

European Criminal Records Information System on third-country nationals and stateless persons

@)

Regulation (EU) 2019/816 of the European Parliament and of the Council of 17 April 2019
establishing a centralised system for the identification of Member States holding conviction
information on third-country nationals and stateless persons (ECRIS-TCN) to supplement the
European Criminal Records Information System and amending Regulation (EU) 2018/1726
(GJL135,22.5.2019, p. 1).

FHEERINE

@)

(b)

EHR R OSRIED /M Z 35175 BU DOIEHS AT LHOFEBIEFIMEDT- O ORI %

BT RN L OBE 2019 455 A 20 HOFHHIEU) 2019/817 (OJ L 138, 22.5.

2019, p. 27),

LR ONERS L)), MR OBROEICHITSH EU OIF RS A7 LMOFH A
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EFINED T D DOV 72350 T DR Wit S OEER 0D 2019 45 H 20 HOAHAIEV)
2019/818 (OJ L 135, 22.5.2019, p. 85),

Interoperability

(@ Regulation (EU) 2019/817 of the European Parliament and of the Council of 20 May 2019 on
establishing a framework for interoperability between EU information systems in the field of
borders and visa (OJ L 135, 22.5.2019, p. 27).

(b) Regulation (EU) 2019/818 of the European Parliament and of the Council of 20 May 2019 on
establishing a framework for interoperability between EU information systems in the field of
police and judicial cooperation, asylum and migration (OJ L 135, 22.5.2019, p. 85).
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